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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  410,  414,  415,  421,  423, 
425,  486,  and  495 

[CMS-1590-P] 

RIN0938-AR11 

Medicare  Program;  Revisions  to 
Payment  Policies  Under  the  Physician 
Fee  Schedule,  DME  Face  to  Face 
Encounters,  Elimination  of  the 
Requirement  for  Termination  of  Non- 
Random  Prepayment  Complex  Medical 
Review  and  Other  Revisions  to  Part  B 
for  CY  2013;  Hospital  Outpatient 
Prospective  and  Ambulatory  Surgical 
Center  Payment  Systems  and  Quality 
Reporting  Programs;  Electronic 
Reporting  Pilot;  Inpatient 
Rehabilitation  Facilities  Quality 
Reporting  Program;  Quality 
Improvement  Organization 
Regulations;  Proposed  Rules 

agency:  Centers  for  Medicare  & 

Medicaid  Services  (CMS),  HHS. 

ACTION:  Proposed  rule. 

SUMMARY:  This  major  proposed  rule 
addresses  changes  to  the  physician  fee 
schedule,  payments  for  Part  B  drugs, 
and  other  Medicare  Part  B  payment 
policies  to  ensure  that  our  payment 
systems  are  updated  to  reflect  changes 
in  medical  practice  and  the  relative 
value  of  services.  It  would  also 
implement  provisions  of  the  Affordable 
Care  Act  by  establishing  a  face-to-face 
encounter  as  a  condition  of  payment  for 
certain  durable  medical  equipment 
(DME)  items.  In  addition,  it  would 
implement  statutory  changes  regarding 
the  termination  of  non-random 
prepayment  review  under  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003.  Finally,  this 
proposed  rule  also  includes  a  discussion 
regarding  the  Chiropractic  Services 
Demonstration  progranu. 

DATES:  Comment  date:  To  be  assured 
consideration,  comments  must  be 
received  at  one  of  the  addresses 
provided  below,  no  later  than  5  p.m.  on 
September  4,  2012. 

ADDRESSES:  In  commenting,  please  refer 
to  file  code  CMS— 1590-P.  Because  of 
staff  and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (please  choose  only  one  of  the 
ways  listed): 

1.  Electronically.  You  may  submit 
electronic  comments  on  this  regulation 


to  http://www.reguIations.gov.  Follow 
the  instructions  for  “submitting  a 
comment.” 

2.  By  regular  mail.  You  may  mail 
written  comments  to  the  following 
address  ONLY:  Centers  for  Medicare  & 
Medicaid  Services,  Department  of 
Health  and  Human  Services,  Attention: 
CMS-1590-P,  P.O.  Box  8013,  Baltimore, 
MD  21244-8013. 

Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 

3.  By  express  or  overnight  mail.  You 
may  send  written  comments  to  the 
following  address  ONLY:  Centers  for 
Medicare  &  Medicaid  Services, 
Department  of  Health  and  Human 
Services,  Attention:  CMS-1590— P,  Mail 
Stop  C4-26-05,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850. 

4.  By  hand  or  courier.  If  you  prefer, 
you  may  deliver  (by  hand  or  courier) 
your  written  comments  before  the  close 
of  the  comment  period  to  either  of  the  , 
following  addresses: 

a.  For  delivery  in  Washington,  DC — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  Room  445-G,  Hubert 
H.  Humphrey  Building,  200 
Independence  Avenue  SW., 

Washington,  DC  20201. 

(Because  access  to  the  interior  of  the 
Hubert  H.  Humphrey  Building  is  not 
readily  available  to  persons  without 
Federal  government  identification, 
commenters  are  encouraged  to  leave 
their  comments  in  the  CMS  drop  slots 
located  in  the  main  lobby  of  the 
building.  A  stamp-in  clock  is  available 
for  persons  wishing  to  retain  a  proof  of 
filing  by  stamping  in  and  retaining  an 
extra  copy  of  the  comments  being  filed.) 

b.  For  delivery  in  Baltimore,  MD — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your 
comments  to  the  Baltimore  address, 
please  call  telephone  number  (410)  786- 
7195  in  advance  to  schedule  your 
arrival  with  one  of  our  staff  members. 

Comments  mailed  to  the  addresses 
indicated  as  appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

FOR  FURTHER  INFORMATION  CONTACT: 
Corinne  Axelrod,  (410)  786-5620,  for 
any  physician  payment  issue  not 
identified  below. 

Ryan  Howe,  (410)  786-3355,  for 
issues  related  to  practice  expense 
methodology  and  direct  practice 
expense  inputs,  lelehealth  services,  and 
issues  related  to  primary  care  and  care 
coordination. 


Sara  Vitolo,  (410)  786-5714,  for  issues 
related  to  potentially  misvalued 
services,  malpractice  RVUs,  molecular 
pathology,  and  payment  for  new 
preventive  service  HCPCS  G-codes. 

Ken  Marsalek,  (410)  786-4502,  for 
issues  related  to  the  multiple  procedure 
payment  reduction  and  payment  for  the 
technical  component  of  pathology 
services. 

Michael  Moore,  (410)  786-6830,  for 
issues  related  to  geographic  practice 
cost  indices  and  the  sustainable  growth 
rate. 

Pam  West,  (410)  786-2302,  for  issues 
related  to  therapy  services. 

Chava  Sheffield,  (410)  786-2298,  for 
issues  related  to  certified  registered 
nurse  anesthetists. 

Roberta  Epps,  (410)  786—4503,  for 
issues  related  to  portable  x-ray. 

Anne  Tayloe-Hauswald,  (410)  786- 
4546,  for  issues  related  to  ambulance  fee 
schedule  and  Part  B  drug  payment. 

Amanda  Burd,  (410)  786-2074,  for 
issues  related  to  the  DME  provisions. 

Debbie  Skinner,  (410)  786-7480,  for 
issues  related  to  non-random 
prepayment  complex  niedical  review. 

Latesha  Walker,  (410)  786-1101,  for 
issues  related  to  ambulance  coverage- 
physician  certification  statement. 

Alexandra  Mugge,  (410)  786—4457,  for 
issues  related  to  physician  compare. 

Christine  Estella,  (410)  786-0485,  for 
issues  related  to  the  physician  quality 
reporting  system,  incentives  for  e- 
prescribing,  and  Medicare  shared 
savings  program. 

Pauline  Lapin,  (410)  786-6883,  for 
issues  related  to  the  chiropractic 
services  demonstration  budget 
neutrality  issue. 

Gift  Tee,  (410)  786-9316,  for  issues 
related  to  the  Physician  Feedback 
Reporting  Program  and  Value-Based 
Payment  Modifier. 

Jamie  Hermansen,  (410)  786-2064,  for 
issues  related  to  Medicare  coverage  for 
hepatitis  B  vaccine. 

Andrew  Morgan,  (410)  786-2543,  for 
issues  related  to  e-prescribing  under 
Medicare  Part  D. 

SUPPLEMENTARY  INFORMATION:  Inspection 
of  Public  Comments:  All  comments 
received  before  the  close  of  the 
comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have 
been  received:  http:// 
www.regulations.gov.  Follow  the  search 
instructions  on  that  Web  site  to  view 
public  comments.' 


Federal  Register / Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


44723 


Comments  received  timely  will  also 
be  available  for  public  inspection  as 
they  are  received,  generally  beginning 
approximately  3  weeks  after  publication 
of  a  document,  at  the  headquarters  of 
the  Centers  for  Medicare  &  Medicaid 
Services,  7500  Security  Boulevard, 
Baltimore,  Maryland  21244,  Monday 
through  Friday  of  each  week  from  8:30 
a.m.  to  4  p.m.  To  schedule  an 
appointment  to  view  public  comments, 
phone  1-800-743-3951. 

Table  of  Contents 

I.  Executive  Summary  and  Background 

II.  Provisions  of  the  Proposed  Rule 
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Relative  Value  Units  (RVUs) 

B.  Potentially  Misvalued  Codes  Under  the 
Physician  Fee  Schedule 

C.  Malpractice  RVUs 

D.  Geographic  Practice  Cost  Indices 
(GPCIs) 

E.  Medicare  Telehealth  Services  for  the 
Physician  Fee  Schedule 

F.  Extension  of  Payment  for  Technical 
Component  of  Certain  Physician 
Pathology  Services 

G.  Therapy  Services 

H.  Primary  Care  and  Care  Coordination 

I.  Payment  for  Molecular  Pathology 
Services 

J.  Payment  for  New  Preventive  Services 
HCPCS  G  Codes 

K.  Certified  Registered  Nurse  Anesthetists 
and  Chronic  Pain  Management  Services 

L.  Ordering  of  Portable  X-Ray  Services 

III.  Other  Provisions  of  the  Proposed 

Regulation 

A.  Ambulance  Fee  Schedule 

B.  Part  B  Drug  Payment:  Average  Sales 
Price  (ASP)  Issues 

C.  Durable  Medical  Equipment  (DME) 
Face-to-Face  Encounters  and  Written 
Orders  Prior  to  Delivery 

D.  Elimination  of  the  Requirement  for 
Termination  of  Non-Random 
Prepayment  Complex  Medical  Review 

E.  Ambulance  Coverage-Physician 
Certification  Statement 

F.  Physician  Compare  Web  site 

G.  Physician  Payment,  Efficiency,  and 
Quality  Improvements — Physician 
Quality  Reporting  System 

H.  Electronic  Prescribing  (eRx)  Incentive 
Program 

I.  Medicare  Shared  Savings  Program 

J.  Discussion  of  Budget  Neutrality  for  the 
Chiropractic  Services  Demonstration 

K.  Physician  Value-Based  Payment 
Modifier  and  the  Physician  Feedback 
Reporting  Program 

L.  Medicare  Coverage  of  Hepatitis  B 
Vaccine 

M.  Updating  Existing  Standards  for  E- 
Prescribing  Under  Medicare  Part  D  and 
Lifting  the  LTC  Exemption 

IV.  Technical  Corrections 

A.  Waiver  of  Deductible  for  Surgical 
Services  Furnished  on  the  Same  Date  as 
a  Planned  Screening  Colorectal  Cancer 
Test  and  Colorectal  Cancer  Screening 
Test  Definition 

V.  Collection  of  Information  Requirements 

VI.  Response  to  Comments 


VII.  Regulatory  Impact  Analysis 

Acronyms 

Because  of  the  many  organizations 
and  terms  to  which  we  refer  by  acronym 
in  this  proposed  rule,  we  are  listing 
these  acronyms  and  their  corresponding 
terms  in  alphabetical  order  below: 

AHRQ  [HHS]  Agency  for  Healthcare 
Research  and  Quality 
AMA  American  Medical  Association 
AMA  RUC  AMA  [Specialty  Society] 

Relative  [Value]  Update  Committee 
ARRA  American  Recovery  and 
Reinvestment  Act  (Pub.  L.  111-5) 

BBA  Balanced  Budget  Act  of  1997  (Pub.  L. 

105- 33) 

BBRA  [Medicare,  Medicaid  and  State  Child 
Health  Insurance  Program]  Balanced 
Budget  Refinement  Act  of  1999  (Pub.  L. 

106- 113) 

BIPA  [Medicare,  Medicaid,  and  SCHIP] 
Benefits  Improvement  Protection  Act  of 
2000 (Pub.  L. 106-554) 

BLS  Bureau  of  Labor  Statistics 
BN  Budget  neutrality 
CAH  Critical  access  hospital 
CBSA  Core-Based  Statistical  Area 
CF  Conversion  factor 
CFC  Conditions  for  Coverage 
CFR  Code  of  Federal  Regulations 
CNS  Clinical  nurse  specialist 
CoPs  Conditions  of  Participation 
CORF  Comprehensive  Outpatient 
Rehabilitation  Facility 
CPI  Consumer  Price  Index 
CPT  [Physicians]  Current  Procedural 
Terminology  (CPT  codes,  descriptions  and 
other  data  only  are  copyright  201 1 
American  Medical  Association.  All  rights 
reserved.) 

CRNA  Certified  registered  nurse  anesthetist 
CY  Calendar  year 
DHS  Designated  health  services 
DME  Durable  medical  equipment 
DMEPOS  Durable  medical- equipment, 
prosthetics,  orthotics,  and  supplies 
DOTPA  Development  of  Outpatient 
Therapy  Payment  Alternatives 
DRA  Deficit  Reduction  Act  of  2005  (Pub.  L. 
109-171) 

E/M  Evaluation  and  management 
EHR  Electronic  health  record 
EMTALA  Emergency  Medical  Treatment 
and  Active  Labor  Act  (part  of  the 
Consolidated  Omnibus  Budget 
Reconciliation  Act  of  1985  (Pub.  L.  99-272) 
eRx  Electronic  prescribing 
FFS  Fee-for-service 
FR  Federal  Register 
GAF  Geographic  adjustment  factor 
GAO  [U.S.]  Government  Accountability 
Office 

GPRO  Group  Practice  Reporting  Option 
GPCI  Geographic  practice  cost  index 
HAC  Hospital-acquired  conditions 
HCPCS  Healthcare  Common  Procedure 
Coding  System 
HHA  Home  health  agency 
HIPAA  Health  Insurance  Portability  and 
Accountability  Act  of  1^96  (Pub.  L.  104- 
191) 

HIT  Health  information  technology 
HITECH  Health  Information  Technology  for 
Economic  and  Clinical  Health  Act  (Title  IV 


of  Division  B  of  the  Recovery  Act,  together 
with  Title  XIII  of  Division  A  of  the 
Recovery  Act) 

HPSA  Health  Professional  Shortage  Area 
ICD  International  Classihcation  of  Diseases 
IMRT  Intensity  Modulated  Radiation 
Therapy 

lOM  Internet-only  Manual 
IPCI  Indirect  practice  cost  index 
IPPS  Inpatient  prospective  payment  system 
IWPUT  Intra-service  work  per  unit  of  time 
MAC  Medicare  Administrative  Contractor 
MCTRJCA  Middle  Class  Tax  Relief  and  Job 
Creation  Act  of  2012  (Pub.  L.  112-96) 
MedCAC  Medicare  Evidence  Development 
and  Coverage  Advisory  Committee 
(formerly  the  Medicare  Coverage  Advisory 
Committee  (MCAC)) 

MedPAC  Medicare  Payment  Advisory 
Commission 

MEI  Medicare  Economic  Index 
MIEA-TRHCA  Medicare  Improvements  and 
Extension  Act  of  2006  (that  is.  Division  B 
of  the  Tax  Relief  and  Health  Care  Act  of 
2006)  (TRHCA)  (Pub.  L.  109-432) 

MIPPA  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008  (Pub.  L.  110- 
275) 

MMA  Medicare  Prescription  Drug, 

Improvement,  and  Modernization  Act  of 
2003  (Pub.  L.  108-173) 

MMEA  Medicare  and  Medicaid  Extenders 
Act  of  2010  (Pub.  L..1 1 1-309) 

MMSEA  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007  (Pub.  L.  110-173) 

MP  Malpractice 

MPPR  Multiple  procedure  pajmient 
reduction 

MQSA  Mammography  Quality  Standards 
Act  of  1992  (Pub.  L.  102-539) 

NP  Nurse  practitioner 
NPP  Nonphysician  practitioner 
OACT  [CMS]  Office  of  the  Actuary 
OBRA  Omnibus  Budget  Reconciliation  Act 
(Pub.  L.  101-239) 

OIG  [HHS]  Office  of  Inspector  General 
PA  Physician  assistant 
PC  Professional  component 
PE  Practice  expense 
PE/HR  Practice  expense  per  hour 
PERC  Practice  Expense  Review  Committee 
PFS  Physician  Fee  Schedule 
PGP  [Medicare]  Physician  Group  Practice 
PLl  Professional  liability  insurance 
PPS  Prospective  payment  system 
PQRS  Physician  Quality  Reporting  System 
PRA  Paperwork  Reduction  Act 
PPTRA  Physician  Payment  and  Therapy 
Relief  Act  of  2010  (Pub.  L.  111-286) 

PVBP  Physician  and  Other  Health 
Professional  Value-Based  Purchasing 
Workgroup 

RAC  [Medicare]  Recovery  Audit  Contractor 
RFA  Regulatory  Flexibility  Act 
RIA  Regulatory  impact  analysis 
RVU  Relative  value  unit 
SBRT  Stereotactic  body  radiation  therapy 
SGR  Sustainable  growth  rate 
TC  Technical  component 
TIN  Tax  identification  number 
TPTCGA  Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  (Pub.  L.  11 2-78) 
TRHCA  Tax  Relief  and  Health  Care  Act  of 
2006  (Pub.  L.  109--132) 

VBP  Value-based  purchasing 
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Addenda  Available  Only  Through  the 
Internet  on  the  CMS  Web  site 

In  the  past,  the  Addenda  referred  to 
throughout  the  preamble  of  our  annual 
PFS  proposed  and  final  rules  with 
comment  period  were  included  in  the* 
printed  Federal  Register.  However, 
effective  with  the  CY  2012  PFS 
proposed  rule,  the  PFS  Addenda  no 
longer  appear  in  the  Federal  Register. 
Instead  these  Addenda  to  the  annual 
proposed  and  final  rules  with  comment 
period  will  be  available  only  through 
the  Internet.  The  PFS  Addenda  along 
with  other  supporting  documents  and 
tables  referenced  in  this  proposed  rule 
with  comment  period  are  available 
through  the  Internet  on  the  CMS  Web 
site  at  http://www.cms.gov/ 
PhysicianFeeSched/.  Click  on  the  link 
on  the  left  side  of  the  screen  titled,  “PFS 
Federal  Regulations  Notices”  for  a 
chronological  list  of  PFS  Federal 
Register  and  other  related  documents. 
For  the  CY  2013  PFS  proposed  rule  with 
comment  period,  refer  to  item  CMS- 
1590-P.  Readers  who  experience  any 
problems  accessing  any  of  the  Addenda 
or  other  documents  referenced  in  this 
proposed  rule  with  comment  period  and 
posted  on  the  CMS  Web  site  identified 
above  should  contact  Corinne  Axelrod 
at  (410)  786-5620. 

CPT  (Current  Procedural  Terminology) 
Copyright  Notice 

Throughout  this  proposed  rule,  we 
use  CPT  codes  and  descriptions  to  refer 
to  a  variety  of  services.  We  note  that 
CPT  codes  and  descriptions  are 
copyright  2011  American  Medical 
Association.  All  Rights  Reserved.  CPT  is 
a  registered  trademark  of  the  American 
Medical  Association  (AMA).  Applicable 
Federal  Acquisition  Regulations  (FAR) 
and  Defense  Federal  Acquisition 
Regulations  (DFAR)  apply. 

I.  Executive  Summary  and  Background 

A.  Executive  Summary 

1.  Purpose 

This  major  proposed  rule  would 
revise  payment  polices  under  the 
Medicare  Physician  Fee  Schedule  (PFS) 
and  make  other  policy  chemges  related 
to  Medicare  Part  B  payment.  These 
changes  would  be  applicable  to  services 
furnished  in  CY  2013.  It  also  would 
implement  provisions  of  the  Affordable 
Care  Act  by  establishing  a  face-to-face 
encounter  as  a  condition  of  payment  for 
certain  durable  medical  equipment 
(DME)  items.  In  addition,  it  would 
implement  statutory  changes  regarding 
the  termination  of  non-random 
prepayment  review. 


2.  Summary  of  the  Major  Provisions 

.  The  Social  Security  Act  (Act)  requires 
us  to  establish  payments  under  the  PFS 
based  on  national  uniform  relative  value 
units  (RVUs)  and  the  relative  resources 
used  in  furnishing  a  service.  The  Act 
requires  that  national  RVUs  be 
established  for  physician  work,  practice 
expense  (PE),  and  nialpractice  (MP) 
expense.  In  this  major  proposed  nile,  we 
propose  payment  rates  for  CY  2013  for 
the  PFS,  payments  for  Part  B  drugs,  and 
other  Medicare  Part  B  payment  policies 
to  ensure  that  our  payment  systems  are 
updated  to  reflect  changes  in  medical 
practice  and  the  relative  value  of 
services.  It  also  proposes  to  implement 
provisions  of  the  Affordable  Care  Act  by 
establishing  a  face-to-face  encounter  as 
a  condition  of  payment  for  certain 
durable  medical  equipment  (DME) 
items,  and  by  removing  certain 
regulations  regarding  the  termination  of 
non-random  prepayment  review.  It  also 
proposes  new  claims-based  data 
reporting  requirements  for  therapy 
services  to  implement  a  provision  in  the 
Middle  Class  Teix  Relief  and  Jobs 
Creation  Act  (MCTRCA).  In  addition, 
this  rule  proposes: 

•  Potentially  Misvalued  Codes  to  be 

Evaluated. 

•  Additional  Multiple  Procedure 

Payment  Reductions  (MPPR). 

•  Expanding  Medicare  Telehealth 

Services. 

•  Regulatory  Changes  regarding 

Payment  for  Technical  Component 
of  Certain  Physician  Pathology 
Services  to  Conform  to  Statute. 

•  Primary  Care  and  Care  Coordination 

Service. 

•  Payment  rates  for  Newly  Covered 

Preventive  Setvices. 

•  Definition  of  Anesthesia  and  Related 

Care  in  the  Certified  Registered 
.  Nurse  Anesthetists  Benefit. 

•  Ordering  Requirements  for  Portable  X- 

ray  Services. 

•  Updates  to  the  Ambulance  Fee 

Schedule. 

•  Part  B  Drug  Payment  Rates. 

•  Ambulance  Coverage-Physician 

Certification  Statement. 

•  Updating  the — 

■¥+  Physician  Compare  Web  site. 

++  Physician  Quality  Reporting 
System. 

++  Electronic  Prescribing  (eRx) 
Incentive  Program. 

++  Medicare  Shared  Savings 
Program. 

•  Providing  Budget  Neutrality 

Discussion  on  the  Chiropractic 
Demonstration. 

•  Physician  Value-Based  Payment 

Modifier  and  the  Physician .  !  ■ 
Feedback  Reporting  Program. 


•  Medicare  Coverage  of  Hepatitis  B 

Vaccine. 

•  Updating  Existing  Standards  for  e- 

prescribing  under  Medicare  Part  D 

and  Lifting  the  LTC  Exemption. 

3.  Summary  of  Costs  and  Benefits 

The  statute  requires  that  we  establish 
by  regulation  each  year  payment 
amounts  for  all  physicians’  service.  ' 
These  payment  amounts  are  required  to 
be  adjusted  to  reflect  the  variations  in 
the  costs  of  providing  services  in 
different  geographic  areas.  The  statute 
also  requires  that  annual  adjustments  to 
PFS  RVUs  not  cause  annual  estimated 
expenditures  to  differ  by  more  than  $20 
million  from  what  they  would  have 
been  had  the  adjustments  not  been 
made.  If  adjustments  to  RVUs  would 
cause  expenditures  to  change  by  more 
than  $20  million,  we  must  make 
adjustments  to  preserve  budget 
neutrality. 

Several  proposed  changes  would 
affect  the  specialty  distribution  of 
Medicare  expenditures.  This  proposed 
rule  reflects  the  Administration’s 
priority  on  improving  payment  for 
primary  care  services.  Overall, 
payments  for  primary  care  specialties 
would  increase  and  payments  to  select 
other  specialties  would  decrease  due  to 
several  changes  in  how  we  propose  to 
calculate  payments  for  CY  2013. 

Primary  care  payments  would  increase 
because  of  a  proposed  payment  for 
managing  a  beneficiary’s  care  when  the 
beneficiary  is  discharged  from  an 
inpatient  hospital,  a  SNF,  an  outpatient 
hospital  observation,  partial 
hospitalization  services,  or  a  community 
mental  health  center.  Primary  care 
payments  also  would  increase  due  to 
redistributions  from  proposed 
reductions  in  payments  for  other 
specialties.  Because  of  the  budget- 
neutral  nature  of  this  system,  proposed 
decreases  in  payments  in  one  service 
result  in  proposed  increases  in 
payments  in  others. 

Payments  to  primary  care  specialties 
are  also  impacted  by  the  completion  of 
the  4-year  transition  to  new  PE  RVUs 
using  the  new  Physician  Practice 
Information  Survey  (PPIS)  data  that  was 
adopted  in  the  CY  2010  PFS  final  rule 
with  comment  period.  The  projected 
impacts  of  using  the  new  PPIS  data  are 
generally  consistent  with  the  impacts 
discussed  in  the  CY  2012  final  rule  with 
comment  period  (76  FR  72452). 

Proposed  changes  in  how  we 
calculate  payment  when  certain  services 
are  furnished  together  would  result  in 
reductions  in  total  payments  projected 
to  cardiologists  and  ophthalmologists. 
Capital-intensive  specialties  are 
projected  to  decrease  due  to  proposed 
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changes  in  how  the  interest  rate  used  in 
the  PE  calculation  is  estimated.  Also, 
under  our  potentially  misvalued  codes 
initiative,  we  propose  to  adjust  the 
payment  rates  for  two  common 
radiation  oncology  treatment  delivery 
methods,  intensity-modulated  radiation 
treatment  (IMRT),  and  stereotactic  body 
radiation  therapy  (SBRT)  to  reflect  more 
realistic  time  projections  based  upon 
publicly  available  data.  The  combined 
effect  of  the  PPIS  transition  and  the 
latter  two  proposals  would  be  a 
reduction  in  payments  to  radiation 
therapy  centers  and  radiation  oncology. 

B.  Background  ■ 

Since  January  1, 1992,  Medicare  has 
paid  for  physicians’  services  under 
section  1848  of  the  Act,  “Payment  for 
Physicians’  Services.’’  The  Act  requires 
that  CMS  make  payments  under  the  PFS 
using  national  uniform  relative  value 
units  (RVUs)  based  on  the  relative 
resources  used  in  furnishing  a  service. 
Section  1848(c)  of  the  Act  requires  that 
national  RVUs  be  established  for 
physician  work,  PE,  and  MP  expense. 
Before  the  establishment  of  the 
resource-based  relative  value  system, 
Medicare  payment  for  physicians’ 
services  was  based  on  reasonable 
charges.  We  note  that  throughout  this 
proposed  rule,  unless  otherwise  noted, 
the  term  “practitioner’’  is  used  to 
describe  both  physicians  and 
nonphysician  practitioners  (such  as 
physician  assistants,  nurse  practitioners, 
clinical  nurse  specialists,  certified 
nurse-mid  wives,  psychologists,  or 
clinical  social  workers)  who  are 
permitted  to  bill  Medicare  under  the 
PFS  for  their  services. 

1.  Development  of  the  Relative  Value 
System 

a.  Work  RVUs 

The  concepts  and  methodology 
underlying  the  PFS  were  enacted  as  part 
of  the  Omnibus  Budget  Reconciliation 
Act  (OBRA)  of  1989  (Pub.  L.  101-239), 
and  OBRA  1990,  (Pub.  L.  101-508).  The 
final  rule  published  on  November  25, 
1991  (56  FR  59502)  set  forth  the  fee 
schedule  for  payment  for  physicians’ 
services  beginning  January  1, 1992. 
Initially,  only  the  physician  work  RVUs 
were  resource-based,  and  the  PE  and  MP 
RVUs  were  based  on  average  allowable 
charges. 

The  physician  work  RVUs  established 
for  the  implementation  of  the  fee 
schedule  in  January  1992  were 
developed  with  extensive  input  from 
the  physician  community.  A  research 
team  at  the  Harvard  School  of  Public 
Health  developed  the  original  physiciem 
work  RVUs  for  most  codes  in  a 


cooperative  agreement  with  the 
Department  of  Health  and  Human 
Services  (HHS).  In  constructing  the 
code-specific  vignettes  for  the  original 
physician  work  RVUs,  Harvard  worked 
with  panels  of  experts,  both  inside  and 
outside  the  Federal  government,  and 
obtained  input  from  numerous 
physician  specialty  groups. 

Section  1848(b)(2)(B)  of  the  Act 
specifies  that  the  RVUs  for  anesthesia 
services  are  based  on  RVUs  from  a 
uniform  relative  value  guide,  with 
appropriate  adjustment  of  the 
conversion  factor  (CF),  in  a  manner  to 
assure  that  fee  schedule  amounts  for 
anesthesia  services  are  consistent  with 
those  for  other  services  of  comparable 
value.  We  established  a  separate  CF  for 
anesthesia  services,  and  we  continue  to 
utilize  time  units  as  a  factor  in 
determining  payment  for  these  services. 
As  a  result,  there  is  a  separate  payment 
methodology  for  anesthesia  services. 

We  establish  physician  work  RVUs  for 
new  and  revised  codes  based,  in  part,  on 
our  review  of  recommendations 
received  ft’om  the  American  Medical 
Association/Specialty  Society  Relative 
Value  Update  Committee  (AMA  RUC). 

b.  Practice  Expense  Relative  Value  Units 
(PE  RVUs) 

Section  121  of  the  Social  Security  Act 
Amendments  of  1994  (Pub.  L.  103-432), 
enacted  on  October  31, 1994,  amended 
section  1848(c)(2)(C)(ii)  of  the  Act  and 
required  us  to  develop  resource-based 
PE  RVUs  for  each  physicians’  service 
beginning  in  1998.  We  were  to  consider 
general  categories  of  expenses  (such  as 
office  rent  and  wages  of  personnel,  but 
excluding  malpractice  expenses) 
comprising  PEs. 

Section  4505(a)  of  the  Balanced 
Budget  Act  of  1997  (BBA)  (Pub.  L.  105- 
33),  amended  section  1848(c)(2)(C)(ii)  of 
the  Act  to  delay  implementation  of  the 
resource-based  PE  RVU  system  until 
January  1, 1999.  In  addition,  section 
4505(b)  of  the  BBA  provided  for  a  4-year 
transition  period  from  charge-based  PE 
RVUs  to  resource-based  PE  RVUs. 

We  established  the  resource-based  PE 
RVUs  for  each  physicians’service  in  a 
final  rule,  published  November  2, 1998 
(63  FR  58814),  effective  for  services 
furnished  in  1999.  Based  on  the 
requirement  to  transition  to  a  resource- 
based  system  for  PE  over  a  4-year 
period,  resource-based  PE  RVUs  did  not 
become  fully  effective  until  2002. 

This  resource-based  system  was  based 
on  two  significant  sources  of  actual  PE 
data:  The  Clinical  Practice  Expert  Panel 
(CPEP)  data  and  the  AMA’s 
Socioeconomic  Monitoring  System 
(SMS)  data.  The  CPEP  data  were 
collected  from  panels  of  physicians. 


practice  administrators,  and 
nonphysician  health  professionals  (for 
example,  registered  nurses  (RNs)) 
nominated  by  physician  specialty 
societies  and  other  groups.  The  CPEP 
panels  identified  the  direct  inputs 
required  for  each  physicians’  service. 

(We  have  since  refined  and  revised 
these  inputs  based  on  recommendations 
from  the  AMA  RUC.)  The  SMS  data 
provided  aggregate  specialty-specific 
information  on  hours  worked  and  PEs. 

Separate  PE  RVUs  are  established  for 
procedures  that  can  be  furnished  in  both 
a  nonfacility  setting,  such  as  a 
physician’s  office,  and  a  facility  setting, 
such  as  a  hospital  outpatient 
department  (HOPD).  The  difference 
between  the  facility  apd  nonfacility 
RVUs  reflects  the  fact  that  a  facility 
typically  receives  separate  payment 
from  Medicare  for  its  costs  of  furnishing 
the  service,  apart  from  payment  under 
the  PFS.  The  nonfacility  RVUs  reflect  all 
of  the  direct  and  indirect  PEs  of 
furnishing  a  particulcur  service. 

Section  212  of  the  Balanced  Budget 
Refinement  Act  of  1999  (BBRA)  (Pub.  L. 
106-113)  directed  the  Secretary  of 
Health  and  Human  Services  (the 
Secretary)  to  establish  a  process  under 
which  we  accept  and  use,  to  the 
maximum  extent  practicable  and 
consistent  with  sound  data  practices, 
data  collected  or  developed  by  entities 
and  organizations  to  supplement  the 
data  we  normally  collect  in  determining 
the  PE  component.  On  May  3,  2000,  we 
published  the  interim  final  rule  (65  FR 
25664)  that  set  forth  the  criteria  for  the 
submission  of  these  supplements  PE 
survey  data.  The  criteria  were  modified 
in  response  to  comments  received,  and 
published  in  the  Federal  Register  (65 
FR  65376)  as  part  of  a  November  1,  2000 
final  rule.  The  PFS  final  rules  published 
in  2001  and  2003,  respectively,  (66  FR 
55246  and  68  FR  63196)  extended  the 
period  during  which  we  would  accept 
these  supplemental  data  through  March 
1,  2005. 

In  the  CY  2007  PFS  final  rule  with 
comment  period  (71  FR  69624),  we 
revised  the  methodology  for  calculating 
direct  PE  RVUs  from  the  top-down  to 
the  bottom-up  methodology  beginning 
in  CY  2007.  We  adopted  a  4-year 
transition  to  the  new  PE  RVUs.  This 
transition  was  completed  in  CY  2010. 
Direct  PE  RVUs  were  calculated  for  CY 
2013  using  this  methodology,  unless  . 
otherwise  noted. 

In  the  CY  2010  PFS  final  rule  with 
comment  period,  we  updated  the 
practice  expense  per  hour  (PE/HR)  data 
that  are  used  in  the  calculation  of  PE 
RVUs  for  most  specialties  (74  FR 
61749).  For  this  update,  we  used  the 
Physician  Practice  Information  Survey 
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(PPIS)  conducted  by  the  AMA.  The  PPIS 
is  a  multispecialty,  nationally 
representative,  PE  survey  of  both 
physicians  and  nonphysician 
practitioners  (NPPs)  using  a  survey 
instrument  and  methods  highly 
consistent  with  those  of  the  SMS  and 
the  supplemental  surveys  used  prior  to 
CY  2010.  We  note  that  in  CY  2010,  for 
oncology,  clinical  laboratories,  and 
independent  diagnostic  testing  facilities 
(IDTFs),  we  continued  to  use  the 
supplemental  survey  data  to  determine 
PE/HR  values  (74  FR  617.52).  Beginning 
in  CY  2010,  we  provided  for  a  4-year 
transition  for  the  new  PE  RVUs  using 
the  updated  PE/HR  data.  In  CY  2013, 
the  final  year  of  the  transition,  PE  RVUs 
are  calculated  based  on  the  new  data. 

c.  Resource-Based  Malpractice  RVUs 

Section  4505(f)  of  the  BBA  amended 
section  1848(c)  of  the  Act  requires  that 
we  implement  resource-based  MP  RVUs 
for  services  furnished  on  or  after  CY 
2000.  The  resource-based  MP  RVUs 
were  implemented  in  the  PFS  final  rule 
with  comment  period  published 
November  2, 1999  (64  FR  59380).  The 
MP  RVUs  were  based  on  malpractice 
insurance  premium  data  collected  from 
commercial  and  physician-owned 
insurers  from  all  the  States,  the  District 
of  Columbia,  and  Puerto  Rico. 

d.  Refinements  to  the  RVUs 

Section  1848(c)(2)(B)(i)  of  the  Act 
requires  that  we  review  all  RVUs  no  less 
often  than  every  5  years.  Prior  to  CY 
2013,  we  conducted  periodic  reviews  of 
work  RVUs  and  PE  RVUs 
independently. 

The  First  Five-Year  Review  of  Work 
RVUs  was  published  on  November  22, 
1996  (61  FR  59489)  and  was  effective  in 
1997.  The  Second  Five-Year  Review  of 
Work  RVUs  was  published  in  the  CY 
2002  PFS  final  rule  with  comment 
period  (66  FR  55246)  and  was  effective 
in  2002.  The  Third  Five-Year  Review  of 
Work  RVUs  was  published  in  the  CY 
2007  PFS  final  rule  with  comment 
period  (71  FR  69624)  and  was  effective 
on  January  1,  2007.  The  Fourth  Five- 
Year  Review  of  Work  RVUs  was 
published  in  the  CY  2012  PFS  final  rule 
with  comment  period  (76  FR  73026). 

Initially  refinements  to  the  direct  PE 
inputs  relied  on  input  from  the  AMA 
RUC-established  the  Practice  Expense 
Advisory  Committee  (PEAC).  Through 
March  2004,  the  PEAC  provided 
recommendations  to  CMS  for  more  than 
7,600  codes  (all  but  a  few  hundred  of 
the  codes  included  in  the  AMAs  Current 
Procedural  Terminology  (CPT)  codes). 
As  part  of  the  CY  2007  PFS  final  rule 
with  comment  period  (71  FR  69624),  we 
implemented  a  new  bottom-up 


methodology  for  determining  resource- 
based  PE  RVUs  and  transitioned  the 
new  methodology  over  a  4-year  period. 

A  comprehensive  review  of  PE  was 
undertaken  prior  to  the  4-year  transition 
period  for  the  new  PE  methodology 
from  the  top-down  to  the  bottom-up 
methodology,  and  this  transition  was 
completed  in  CY  2010.  In  CY  2010,  we 
also  incorporated  the  new  PPIS  data  to 
update  the  specialty-specific  PE/HR 
data  used  to  develop  PE  RVUs,  adopting 
a  4-year  transition  to  PE  RVUs 
developed  using  the  PPIS  data. 

In  the  CY  2012  PFS  final  rule  with 
comment  period  (76  FR  73057),  we 
finalized  a  proposal  to  consolidate 
reviews  of  work  and  PE  RVUs  under 
section  1848(c)(2)(B)  of  the  Act  and 
reviews  of  potentially  misvalued  codes 
under  section  1848(c)(2)(K)  of  the  Act 
into  one  annual  process. 

In  the  CY  2005  PFS  final  rule  with 
comment  period  (69  FR  66236),  we 
implemented  the  first  Five-Year  Review 
of  the  MP  RVUs  (69  FR  66263).  Minor 
modifications  to  the  methodology  were 
addressed  in  the  CY  2006  PFS  final  rule 
with  comment  period  (70  FR  70153). 

The  second  Five-Year  Review  and 
update  of  resource-based  malpractice 
RVUs  was  published  in  the  CY  2010 
PFS  final  rule  with  comment  period  (74 
FR  61758)  and  was  effective  in  CY  2010. 

In  addition  to  the  Five-Year  Reviews, 
beginning  for  CY  2009,  CMS  and  the 
AMA  RUC  have  identified  and  reviewed 
a  number  of  potentially  misvalued 
codes  on  an  annual  basis  based  on 
various  identification  screens.  This 
annual  review  of  work  and  PE  RVUs  for 
potentially  misvalued  codes  was 
supplemented  by  the  amendments  to 
Section  1848  of  the  Act,  as  enacted  by 
section  3134  of  the  Affordable  Care  Act, 
which  requires  the  agency  to 
periodically  identify,  review  and  adjust 
values  for  potentially  misvalued  codes 
with  an  emphasis  on  the  following 
categories:  (1)  Codes  and  families  of 
codes  for  which  there  has  been  the 
fastest  growth:  (2)  codes  or  families  of 
codes  that  have  experienced  substantial 
changes  in  PEs;  (3)  codes  that  are 
recently  established  for  new 
technologies  or  services;  (4)  multiple 
codes  that  are  frequently  billed  in 
conjunction  with  furnishing  a  single 
service;  (5)  codes  with  low  relative 
values,  particularly  those  that  are  often 
billed  multiple  times  for  a  single 
treatment;  (6)  codes  which  have  not 
been  subject  to  review  since  the 
implementation  of  the  fee  schedule  (the 
so-called  “Harvard  valued  codes”);  and 
(7)  other  codes  determined  to  be 
appropriate  by  the  Secretary. 


e.  Application  of  Budget  Neutrality  to 
Adjustments  of  RVUs 

Budget  neutrality  (BN)  typically 
requires  that  expenditures  not  increase 
or  decrease  as  a  result  of  changes  or 
revisions  to  policy.  However,  section 
1848(c)(2)(B)(ii)(II)  of  the  Act  requires 
adjustment  only  if  the  change  in 
expenditures  resulting  from  the  annual 
revisions  to  the  PFS  exceeds  a  threshold 
amount.  Specifically,  adjustments  in 
RVUs  for  a  year  may  not  cause  total  PFS 
payments  to  differ  by  more  than  $20 
million  from  what  they  would  have 
been  if  the  adjustments  were  not  made. 
In  accordance  with  section 
1848(c)(2)(B)(ii)(II)  of  the  Act,  if 
revisions  to  the  RVUs  would  cause 
expenditures  to  change  by  more  than 
$20  million,  we  make  adjustments  to 
ensure  that  expenditures  do  not  increase 
or  decrease  by  more  than  $20  million. 

2.  Components  of  the  Fee  Schedule 
Payment  Amounts 

To  calculate  the  payment  for  each 
physicians’  service,  the  components  of 
the  fee  schedule  (work,  PE,  and  MP 
RVUs)  are  adjusted  by  geographic 
practice  cost  indices  (GPCIs).  The  GPCIs 
reflect  the  relative  costs  of  physician 
work,  PE,  and  MP  in  an  area  compared 
to  the  national  average  costs  for  each 
component. 

RVUs  are  converted  to  dollar  amounts 
through  the  application  of  a  CF,  which 
is  calculated  by  CMS’  Office  of  the 
Actuary  (OACT). 

The  formula  for  calculating  the 
Medicare  fee  schedule  payment  amount 
for  a  given  service  and  fee  schedule  area 
can  be  expressed  as: 

Payment  =  [(RVU  work  x  GPCI  work)  + 
(RVU  PE  X  GPCI  PE)  +  (RVU  MP  x 
GPCI  MP)]  X  CF. 

3.  Most  Recent  Changes  to  the  Fee 
Schedule 

The  CY  2012  PFS  final  rule  with 
comment  period  (76  FR  73026) 
implemented  changes  to  the  PFS  and 
other  Medicare  Part  B  payment  policies. 
It  also  finalized  many  of  the  CY  2011 
interim  RVUs  and  implemented  interim 
RVUs  for  new  and  revised  codes  for  CY 
2012  to  ensure  that  our  payment 
systems  are  updated  to  reflect  changes 
in  medical  practice  and  the  relative 
values  of  services.  The  CY  2012  PFS 
final  rule  with  comment  period  also 
addressed  other  policies  including 
certain  statutory  provisions  including 
provisions  of  the  Affordable  Care  Act 
and  the  Medicare  Improvements  for 
Patients  and  Providers  Act  (MIPPA)  of 
2008. 

In  the  CY  2012  PFS  final  rule  with 
comment  period,  we  announced  the  n. 
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following  for  CY  2012:  the  total  PFS 
update  of  —  27.4  percent;  the  initial 
estimate  for  the  sustainable  growth  rate 
(SGR)  of  — 16.9  percent;  and  the 
conversion  factor  (CF)  of  $24.6712. 

These  figures  were  calculated  based  on 
the  statutory  provisions  in  effect  on 
November  1,  2011,  when  the  CY  2012 
PFS  final  rule  with  comment  period  was 
issued. 

A  correction  notice  was  issued  (77  FR 
227)  to  correct  several  technical  and 
typographical  errors  that  occurred  in  the 
CY  2012  PFS  final  rule  with  comment 
period. 

On  December  23,  2011,  the 
Temporary  Payroll  Tctx  Cut 
Continuation  Act  of  2011  (TPTCCA) 

(Pub.  L.  112-78)  was  signed  into  law. 
Section  301  of  the  TPTCCA  specified  a 
zero  percent  update  to  the  PFS  claims 
from  January  1,  2012  through  February 
,  29,  2012.  As  a  result,  the  CY  2012  PFS 
conversion  factor  was  revised  to 
$34.0376  for  claims  with  dates  of 
service  on  or  after  January  1,  2012 
through  February  29,  2012.  In  addition, 
TPTCCA  extended  several  provisions 
affecting  Medicare  services  furnished  on 
or  after  January  1,  2012  through 
February  29,  2012,  including: 

•  Section  303 — the  1.0  floor  on  fhe 
physician  work  geographic  practice  cost 
index; 

•  Section  304 — the  exceptions 
process  for  outpatient  therapy  caps; 

•  Section  305 — the  payment  to 
independent  laboratories  for  the  TC  of 
physician  pathology  services  furnished 
to  certain  hospital  patients,  and 

•  Section  307 — tne  five  percent 
increase  in  payments  for  mental  health 
services. 

On  February  22,  2012,  the  MCTRJCA 
was  signed  into  law.  Section  3003 
extended  the  zero  percent  PFS  update  to 
the  remainder  of  CY  2012.  As  a  result 
of  the  MCTRJCA,  the  CY  2012  PFS  CF 
was  maintained  as  $34.0376  for  claims 
with  dates  of  service  on  or  after  March 
1,  2012  through  December  31,  2012.  In 
addition: 

•  Section  3004  of  MCTRJCA  extended 
the  1.0  floor  on  the  physician  work 
geographic  practice  cost  index  through 
December  31,  2012; 

•  Section  3006  continued  payment  to 
independent  laboratories  for  the  TC  of 
physician  pathology  services  furnished 
to  certain  hospital  patients  through  Jun& 
30,  2012;  and 

•  Section  3005  extended  the 
exceptions  process  for  outpatient 
therapy  caps  through  CY  2012  and  made 
several  other  changes  related  to  therapy 
claims  and  caps. 

On  March  1,  2012,  as  required  by 
Section  1848(d)(1)(E)  of  the  Act,  we 
submitted  to  the  Medicare  Payment 


Advisory  Committee  (MedPAC)  an 
estimate  of  the  SGR  and  conversion 
factor  applicable  to  Medicare  payments 
for  physicians’  services  for  CY  2013. 

The  actual  values  used  to  compute 
physician  payments  for  CY  2013  will  be 
based  on  later  data  and  are  scheduled  to 
be  published  by  November  1,  2012  as 
part  of  the  CY  2013  PFS  final  rule. 

II.  Provisions  of  the  Proposed  Rule 

A.  Resource-Based  Practice  Expense 
(PE)  Relative  Value  Units  (RVUs) 

1.  Overview 

Practice  expense  (PE)  is  the  portion  of 
the  resources  used  in  furnishing  the 
service  that  reflects  the  general 
categories  of  physician  and  practitioner 
expenses,  such  as  office  rent  and 
personnel  wages  but  excluding 
malpractice  expenses,  as  specified  in 
section  1848(c)(1)(B)  of  the  Act.  Section 
121  of  the  Social  Security  Amendments 
of  1994  (Puh.  L.  103-432),  enacted  on 
October  31, 1994,  required  us  to  develop 
a  methodology  for  a  resource-based 
system  for  determining  PE  RVUs  for 
each  physician’s  service.  We  develop  PE 
RVys  by  looking  at  the  direct  and 
indirect  physician  practice  resources 
involved  in  furnishing  each  service. 
Direct  expense  categories  include 
clinical  labor,  medical  supplies,  and 
medical  equipment.  Indirect  expenses 
include  administrative  labor,  office 
expense,  and  all  other  expenses.  The 
sections  that  follow  provide  more 
detailed  information  about  the 
methodology  for  translating  the 
resources  involved  in  furnishing  each 
service  into  service-specific  PE  RVUs.  In 
addition,  we  note  that  section 
1848(c)(2)(B)(ii)(II)  of  the  Act  provides 
that  adjustments  in  RVUs  for  a  year  may 
not  cause  total  PFS  payments  to  differ 
by  more  than  $20  million  from  what 
they  would  have  otherwise  been  if  the 
adjustments  were  not  made.  Therefore, 
if  revisions  to  the  RVUs  cause 
expenditures  to  change  by  more  than 
$20  million,  we  make  adjustments  to 
ensure  that  expenditures  do  not  increase 
or  decrease  by  more  than  $20  million. 
We  refer  readers  to  the  CY  2010  PFS 
final  rule  with  comment  period  (74  FR 
61743  through  61748)  for  a  more 
detailed  explanation  of  the  PE 
methodology. 

2.  Practice  Expense  Methodology 
a.  Direct  Practice  Expense 

We  use  a  “bottom-up”  approach  to 
determine  the  direct  PE  by  adding  the 
costs  of  the  resources  (that  is,  the 
clinical  staff,  equipment,  and  supplies) 
typically  involved  with  furnishing  each 
service.  The  costs  of  the  resources  are 


calculated  using  the  refined  direct  PE 
inputs  assigned  to  each  CPT  code  in  our 
PE  database,  which  are  based  on  our 
review  of  recommendafions  received 
from  the  AMA  RUC.  For  a  detailed 
explanation  of  the  bottom-up  direct  PE 
methodology,  including  examples,  we 
refer  readers  to  the  Five-Year  Review  of 
Work  Relative  Value  Units  Under  the 
PFS  and  Proposed  Changes  to  the 
Practice  Expense  Methodology  proposed 
notice  (71  FR  37242)  and  the  CY  2007 
PFS  final  rule  with  comment  period  (71 
FR  69629). 

b.  Indirect  Practice  Expense  per  Hour 
Data 

We  use  survey  data  on  indirect  PEs 
incurred  per  hour  worked  in  developing 
the  indirect  portion  of  the  PE  RVUs. 

Prior  to  CY  2010,  we  primarily  used  the 
practice  expense  per  hour  (PE/HR)  by 
specialty  that  was  obtained  from  the . 
AMA’s  Socioeconomic  Monitoring 
Surveys  (SMS).  The  AMA  administered 
a  new  survey  in  CY  2007  and  CY  2008, 
the  Physician  Practice  Expense 
Information  Survey  (PPIS),  which  was 
expanded  (relative  to  the  SMS)  to 
include  nonphysician  practitioners 
(NPPs)  paid  under  the  PFS. 

The  PPIS  is  a  multispecialty, 
nationally  representative,  PE  survey  of 
both  physicians  and  NPPs  using  a 
consistent  survey  instrument  and 
methods  highly  consistent  with  those 
used  for  the  SMS  and  the  supplemental 
surveys.  The  PPIS  gathered  information 
from  3,656  respondents  across  51 
physician  specialty  and  healthcare 
professional  groups.  We  believe  the 
PPIS  is  the  most  comprehensive  source 
of  PE  survey  information  available  to 
date.  Therefore,  we  used  the  PPIS  data 
to  update  the  PE/HR  data  for  almost  all 
of  the  Medicare-recognized  specialties 
that  participated  in  the  survey  for  the 
CY  2010  PFS. 

When  we  began  using  the  PPIS  data 
beginning  in  CY  2010,  we  did  not 
change  the  PE  RVU  methodology  itself 
or  the  manner  in  which  the  PE/HR  data 
are  used  in  that  methodology.  We  only 
updated  the  PE/HR  data  based  on  the 
new  survey.  Furthermore,  as  we 
explained  in  the  CY  2010  PFS  final  rule 
with  comment  period  (74  FR  61751), 
because  of  the  magnitude  of  payment 
reductions  for  some  specialties  resulting 
from  the  use  of  the  PPIS  data,  we 
finalized  a  4-year  transition  (75  percent 
old/25  percent  new  for  CY  2010,  50 
percent  old/50  percent  new  for  CY  2011, 
25  percent  old/75  percent  new  for  CY 
2012,  and  100  percent  new  for  CY  2013) 
from  the  previous  PE  RVUs  to  the  PE 
RVUs  developed  using  the  new  PPIS 
data. 
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Section  1848(c)(2)(H)(i)  of  the  Act 
requires  us  to  use  the  medical  oncology 
supplemental  survey  data  submitted  in 
2003  for  oncology  drug  administration 
services.  Therefore,  the  PE/HR  for 
medical  oncology,  hematology,  and 
hematology/oncology  reflects  the 
continued  use  of  these  supplemental 
survey  data. 

We  do  not  use  the  PPIS  data  for 
reproductive  endocrinology  and  spine 
surgery  since  these  specialties  currently 
are  not  separately  recognized  by 
Medicare,  nor  do  we  have  a  method  to 
blend  these  data  with  Medicare- 
recognized  specialty  data.  Similarly,  we 
do  not  use  the  PPIS  data  for  sleep 
medicine  since  there  is  not  a  full  year 
of  Medicare  utilization  data  for  that 
specialty. 

Supplemental  survey  data  on 
independent  labs,  from  the  College  of 
American  Pathologists,  were 
implemented  for  payments  in  CY  2005. 
Supplemental  survey  data  from  the 
National  Coalition  of  Quality  Diagnostic 
Imaging  Services  (NCQDIS), 
representing  independent  diagnostic 
testing  facilities  (HDTFs),  were  blended 
with  supplementary  survey  data  from 
the  American  College  of  Radiology 
(ACR)  and  implemented  for  payments  in 
CY  2007.  Neifrier  IDTFs  nor 
independent  labs  participated  in  the 
PPIS.  Therefore,  we  continue  to  use  the 
PE/HR  that  was  developed  from  their 
supplemental  survey  data. 

Consistent  with  oUr  past  practice,  the 
previous  indirect  PE/HR  values  from  the 
supplemental  surveys  for  medical 
oncology,  independent  laboratories,  and 
IDTFs  were  updated  to  CY  2006  using 
the  MEI  to  put  them  on  a  comparable 
basis  with  Ae  PPIS  data. 

Previously,  we  have  established  PE/ 
HR  values  for  various  specialties 
without  SMS  or  supplemental  survey 
data  by  crosswalking  them  to  other 
similar  specialties  to  estimate  a  proxy 
PE/HR.  For  specialties  that  were  part  of 
the  PPIS  for  which  we  previously  used 
a  crosswalked  PE/HR,  we  instead  use 
the  PPIS-based  PE/HR.  We  continue 
previous  crosswalks  for  specialties  that 
did  not  participate  in  the  PPIS. 

However,  beginning  in  CY  2010  we 
changed  the  PE/HR  crosswalk  for 
portable  x-ray  suppliers  from  radiology 
to  IDTF,  a  more  appropriate  crosswalk 
because  these  specialties  are  more 
similar  to  each  other  for  physician  time. 

For  registered  dietician  services,  the 
resource-based  PE  RVUs  have  been 
calculated  in  accordance  with  the  final 
policy  that  crosswalks  the  specialty  to 
the  “All  Physicians”  PE/HR  data,  as 
adopted  in  the  CY  2010  PFS  final  rule 
with  comment  period  (74  FR  61752)  and 
discussed  in  more  detail  in  the  CY  2011 


PFS  final  rule  with  comment  period  (75 
FR  73183). 

There  were  five  specialties  whose 
utilization  data  were  newly 
incorporated  into  ratesetting  for  CY 
2012.  In  accordance  with  the  final 
policies  adopted  in  the  CY  2012  final 
rule  with  comment  period  (76  FR 
73036),  we  use  proxy  PE/HR  values  for 
these  specialties  by  crosswalking  values 
from  other,  similar  specialties  as 
follows:  Speech  Language  Pathology 
from  Physical  Therapy;  Hospice  and 
Palliative  Care  from  All  Physicians: 
Geriatric  Psychiatry  from  Psychiatry; 
Intensive  Cardiac  Rehabilitation  from 
Cardiology,  and  Certified  Nurse 
Midwife  from  Obstetrics/gynecology. 

For  CY  2013,  there  are  two  specialties 
whose  utilization  data  will  be  newly 
incorporated  into  ratesetting.  We  are 
proposing  to  use  proxy  PE/HR  values  for 
these  specialties  by  crosswalking  values 
from  other  specialties  that  furnish 
similar  services  as  follows:  Cardiac 
Electrophysiology  from  Cardiology;  and 
Sports  Medicine  from  Family  Practice. 
These  proposed  changes  are  reflected  in 
the  “PE  HR”  file  available  on  the  CMS 
Web  site  under  the  supporting  data  files 
for  the  CY  2013  PFS  proposed  rule  at 
http://www.cms.gov/ 
PhysicianFeeSched/. 

As  provided  in  the  CY  2010  PFS  final 
rule  with  comment  period  (74  FR 
61751),  CY  2013  is  the  final  year  of  the 
4-year  transition  to  the  PE  RVUs 
calculated  using  the  PPIS  data. 

Therefore,  the  CY  2013  proposed  PE 
RVUs  were  developed  based  entirely  on 
the  PPIS  data,  with  the  exceptions 
described  in  this  section. 

c.  Allocation  of  PE  to  Services 

To  establish  PE  RVUs  for  specific 
services,  it  is  necessary  to  establish  the 
direct  and  indirect  PE  associated  with 
each  service. 

(1)  Direct  Costs 

The  relative  relationship  between  the 
direct  cost  portions  of  the  PE  RVUs  for 
any  two  services  is  determined  by  the 
relative  relationship  between  the  sum  of 
the  direct  cost  resources  (that  is,  the 
clinical  staff,  equipment,  and  supplies) 
typically  involved  with  furnishing  the 
services.  The  costs  of  these  resources  are 
calculated  from  the  refined  direct  PE 
inputs  in  our  PE  database.  For  example, 
if  one  service  has  a  direct  cost  sum  of 
$400  from  our  PE  database  and  another 
service  has  a  direct  cost  sum  of  $200, 
the  direct  portion  of  the  PE  RVUs  of  the 
first  service  would  be  twice  as  much  as 
the  direct  portion  of  the  PE  RVUs  for  the 
second  service. 


(2)  Indirect  Costs 

Section  II.A.2.b.  of  this  proposed  rule 
describes  the  current  data  sources  for 
specialty-specific  indirect  costs  used  in 
our  PE  calculations.  We  allocated  the 
indirect  costs  to  the  code  level  on  the 
basis  of  the  direct  costs  specifically 
associated  with  a  code  and  the  greater 
of  either  the  clinical  labor  costs  or  the 
physician  work  RVUs.  We  also 
incorporated  the  survey  data  described 
earlier  in  the  PE/HR  discussion.  The 
general  approach  to  developing  the 
indirect  portion  of  the  PE  RVUs  is 
described  as  follows: 

•  For  a  given  service,  we  use  the 
direct  portion  of  the  PE  RVUs  calculated 
as  previously  described  and  the  average 
percentage  that  direct  costs  represent  of 
total  costs  (based  on  survey  data)  across 
the  specialties  that  furnish  the  service  to 
determine  an  initial  indirect  allocator. 

For  example,  if  the  direct  portion  of  the 
PE  RVUs  for  a  given  service  was  2.00 
and  direct  costs,  on  average,  represented 
25  percent  of  total  costs  for  the 
specialties  that  furnished  the  service, 
the  initial  indirect  allocator  would  be 
6.00  since  2.00  is  25  percent  of  8.00  and 
6.00  is  75  percent  of  8.00. 

•  We  then  add  the  greater  of  the  work 
RVUs  or  clinical  labor  portion  of  the 
direct  portion  of  the  PE  RVUs  to  this 
initial  indirect  allocator.  In  our 
example,  if  this  service  had  work  RVUs 
of  4.00  and  the  clinical  labor  portion  of 
the  direct  PE  RVUs  was  1.50,  we  would 
add  6.00  plus  4.00  (since  the  4.00  work 
RVUs  are  greater  than  the  1.50  clinical 
labor  portion)  to  get  an  indirect  allocator 
of  10.00.  In  the  absence  of  any  further 
use  of  the  survey  data,  the  relative 
relationship  between  the  indirect  cost 
portions  of  the  PE  RVUs  for  any  two 
services  would  be  determined  by  the 
relative  relationship  between  these 
indirect  cost  allocators.  For  example,  if 
one  service  had  an  indirect  cost 
allocator  of  10.00  and  another  service 
had  an  indirect  cost  allocator  of  5.00, 
the  indirect  portion  of  the  PE  RVUs  of 
the  first  service  would  be  twice  as  great 
as  the  indirect  portion  of  the  PE  RVUs 
for  the  second  service. 

•  We  next  incorporate  the  specialty- 
specific  indirect  PE/HR  data  into  the 
calculation.  As  a  relatively  extreme 
example  for  the  sake  of  simplicity, 
assume  in  our  previous  example  that, 
based  on  the  survey  data,  the  average 
indirect  cost  of  the  specialties 
furnishing  the  first  service  with  an 
allocator  of  10.00  was  half  of  the  average 
indirect  cost  of  the  specialties 
furnishing  the  second  service  with  an 
indirect  allocator  of  5.00.  In  this  case, 
the  indirect  portion  of  the  PE  RVUs  of 
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the  first  service  would  be  equal  to  that 
of  the  second  service. 

d.  Facility  and  Nonfacility  Costs 

For  procedures  that  can  be  furnished 
in  a  physician’s  office,  as  well  as  in  a 
hospital  or  facility  setting,  we  establish 
two  PE  RVUs:  facility  and  nonfacility. 

The  methodology  for  calculating  PE 
RVUs  is  the  same  for  both  the  facility 
and  nonfacility  RVUs,  but  is  applied 
independently  to  yield  two  separate  PE 
RVUs.  Because  Medicare  makes  a 
separate  payment  to  the  facility  for  its 
costs  of  furnishing  a  service,  the  facility 
PE  RVUs  are  generally  lower  than  the 
nonfacility  PE  RVUs. 

e.  Services  With  Technical  Components 
(TCs)  and  Professional  Components 
(PCs) 

Diagnostic  services  are  generally 
comprised  of  two  components:  a 
professional  component  (PC)  and  a 
technical  component  (TC),  each  of 
which  may  be  furnished  independently 
or  by  different  providers,  or  they  may  be 
furnished  together  as  a  “global’  service. 
When  services  have  PC  and  TC 
components  that  can  be  billed 
separately,  the  payment  for  the  global 
component  equals  the  sum  of  the 
payment  for  the  TC  and  PC.  This  is  a 
result  of  using  a  weighted  average  of  the 
ratio  of  indirect  to  direct  costs  across  all 
the  specialties  that  furnish  the  global 
components,  TCs,  and  PCs;  that  is,  we 
apply  the  same  weighted  average 
indirect  percentage  factor  to  allocate 
indirect  expenses  to  the  global 
components,  PCs,  and  TCs  for  a  service. 
(The  direct  PE  RVUs  for  the  TC  and  PC 
sum  to  the  global  under  the  bottom-up 
methodology.) 

f.  PE  RVU  Methodology 

For  a  more  detailed  description  of  the 
PE  RVU  methodology,  we  refer  readers 
to  the  CY  2010  PFS  final  rule  with 
comment  period  (74  FR  61745  through 
61746). 

(1)  Setup  File 

First,  we  create  a  setup  file  for  the  PE 
methodology.  The  setup  file  contains 
the  direct  cost  inputs,  the  utilization  for 
each  procedure  code  at  the  specialty 
and  facility/nonfacility  place  of  service 
level,  and  the  specialty-specific  PE/HR 
data  from  the  surveys. 

(2)  Calculate  the  Direct  Cost  PE  RVUs 

Sum  the  costs  of  each  direct  input. 

Step  1 :  Sum  the  direct  costs  of  the 
inputs  for  each  service.  Apply  a  scaling 
adjustment  to  the  direct  inputs. 

Step  2:  Calculate  the  current  aggregate 
pool  of  direct  PE  costs.  This  is  the 
product  of  the  current  aggregate  PE 


(aggregate  direct  and  indirect)  RVUs,  the 
CF,  and  the  average  direct  PE  percentage 
from  the  survey  data. 

Step  3:  Calculate  the  aggregate  pool  of 
direct  costs.  This  is  the  sum  of  the 
product  of  the  direct  costs  for  each 
service  from  Step  1  and  the  utilization 
data  for  that  service. 

Step  4:  Using  the  results  of  Step  2  and 
Step  3  calculate  a  direct  PE  scaling 
adjustment  so  that  the  aggregate  direct 
cost  pool  does  not  exceed  the  current 
aggregate  direct  cost  pool  and  apply  it 
to  the  direct  costs  from  Step  1  for  each 
service. 

Step  5:  Convert  the  results  of  Step  4 
to  an  RVU  scale  for  each  service.  To  do 
this,  divide  the  results  of  Step  4  by  the 
CF.  Note  that  the  actual  value  of  the  CF 
used  in  this  calculation  does  not 
influence  the  final  direct  cost  PE  RVUs, 
as  long  as  the  same  CF  is  used  in  Step 
2  and  Step  5.  Different  CFs  will  result 
in  different  direct  PE  scaling  factors,  but 
this  has  no  effect  on  the  final  direct  cost 
PE  RVUs  since  changes  in  the  CFs  and 
changes  in  the  associated  direct  scaling 
factors  offset  one  another. 

(3)  Create  the  Indirect  Cost  PE  RVUs 

Create  indirect  allocators. 

Step  6:  Based  on  the  survey  data, 
calculate  direct  and  indirect  PE 
percentages  for  each  physician 
specialty. 

Step  7:  Calculate  direct  and  indirect 
PE  percentages  at  the  service  level  by 
taking  a  weighted  average  of  the  results 
of  Step  6  for  the  specialties  that  furnish 
the  service.  Note  that  for  services  with 
TCs  and  PCs,  the  direct  and  indirect 
percentages  for  a  given  service  do  not 
vary  by  the  PC,  TC,  and  global 
components. 

Step  8:  Calculate  the  service  level 
allocators  for  the  indirect  PEs  based  on 
the  percentages  calculated  in  Step  7. 

The  indirect  PEs  are  allocated  based  on 
the  three  components:  the  direct  PE 
RVUs,  the  clinical  PE  RVUs,  and  the 
work  RVUs. 

For  most  services  the  indirect 
allocator  is:  Indirect  percentage  *  (direct 
PE  RVUs/ direct  percentage)  +  work 
RVUs. 

There  are  two  situations  where  this 
formula  is  modified: 

•  If  the  service  is  a  global  service  (that 
is,  a  service  with  global,  professional, 
and  technical  components),  then  the 
indirect  allocator  is:  Indirect  percentage 
(direct  PE  RVUs/direct  percentage)  + 
clinical  PE  RVUs  +  work  RVUs. 

•  If  the  clinical  labor  PE  RVUs  exceed 
the  work  RVUs  (and  the  service  is  not 

a  global  service),  then  the  indirect 
allocator  is:  indirect  percentage  (direct 
PE  RVUs/direct  percentage)  +  clinical 
PE  RVUs. 


(Note:  For  global  services,  the  indirect 
allocator  is  based  on  both  the  work 
RVUs  and  the  clinical  labor  PE  RVUs. 

We  do  this  to  recognize  that,  for  the  PC 
service,  indirect  PEs  will  be  allocated 
using  the  work  RVUs,  and  for  the  TC 
service,  indirect  PEs  will  be  allocated 
using  the  direct  PE  RVUs  and  the 
clinical  labor  PE  RVUs.  This  also  allows 
the  global  component  RVUs  to  equal  the 
sum  of  the  PC  and  TC  RVUs.) 

For  presentation  purposes  in  the 
examples  in  Table  1,  the  formulas  were 
divided  into  two  parts  for  each  service. 

•  The  first  part  does  not  vary  by 
service  and  is  the  indirect  percentage 
(direct  PE  RVUs/direct  percentage). 

•  'The  second  part  is  either  the  work 
RVUs,  clinical  PE  RVUs,  or  both 
depending  on  whether  the  service  is  a 
global  service  and  whether  the  clinical 
PE  RVUs  exceed  the  work  RVUs  (as 
described  earlier  in  this  step). 

Apply  a  scaling  adjustment  to  the 
indirect  allocators. 

Step  9:  Calculate  the  current  aggregate 
pool  of  indirect  PE  RVUs  by  multiplying 
the  current  aggregate  pool  of  PE  RVUs 
by  the  average  indirect  PE  percentage 
from  the  survey  data. 

Step  1 0:  Calculate  an  aggregate  pool  of 
indirect  PE  RVUs  for  all  PFS  services  by 
adding  the  product  of  the  indirect  PE 
allocators  for  a  service  from  Step  8  and 
the  utilization  data  for  that  service. 

Step  1 1 :  Using  the  results  of  Step  9 
and  Step  10,  calculate  an  indirect  PE 
adjustment  so  that  the  aggregate  indirect 
allocation  does  not  exceed  the  available 
aggregate  indirect  PE  RVUs  and  apply  it 
to  indirect  allocators  calculated  in 
Step  8. 

Calculate  the  indirect  practice  cost 
index. 

Step  12:  Using  the  results  of  Step  11, 
calculate  aggregate  pools  of  specialty- 
specific  adjusted  indirect  PE  allocators 
for  all  PFS  services  for  a  specialty  by 
adding  the  product  of  the  adjusted 
indirect  PE  allocator  for  each  service 
and  the  utilization  data  for  that  service. 

Step  13:  Using  the  specialty-specific 
indirect  PE/HR  data,  calculate  specialty- 
specific  aggregate  pools  of  indirect  PE 
for  all  PFS  services  for  that  specialty  by 
adding  the  product  of  the  indirect  PE/ 
HR  for  the  specialty,  the  physician  time 
for  the  service,  and  the  specialty’s 
utilization  for  the  service  across  all 
services  furnished  by  the  specialty. 

Step  14:  Using  the  results  of  Step  12 
and  Step  13,  calculate  the  specialty- 
specific  indirect  PE  scaling  factors. 

Step  15:  Using  the  results  of  Step  14, 
calculate  an  indirect  practice  cost  index 
at  the  specialty  level  by  dividing  each 
specialty-specific  indirect  scaling  factor 
by  the  average  indirect  scaling  factor  for 
the  entire  PFS. 
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Step  1 6:  Calculate  the  indirect 
practice  cost  index  at  the  service  level 
to  ensure  the  capture  of  all  indirect 
costs.  Calculate  a  weighted  average  of 
the  practice  cost  index  values  for  the 
specialties  that  furnish  the  service. 
(Note;  For  services  with  TCs  and  PCs, 
we  calculate  the  indirect  practice  cost 
index  across  the  global  components, 
PCs,  and  TCs.  Under  this  method,  the 
indirect  practice  cost  index  for  a  given 
service  (for  example,  echocardiogram) 
does  not  vary  by  the  PC,  TC,  and  global 
component.) 

Step  1 7:  Apply  the  service  level 
indirect  practice  cost  index  calculated 
in  Step  16  to  the  service  level  adjusted 


indirect  allocators  calculated  in  Step  11 
to  get  the  indirect  PE  RVUs. 

(4)  Calculate  the  Final  PE  RVUs 

Step  18:  Add  the  direct  PE  RVUs  from 
Step  6  to  the  indirect  PE  RVUs  from 
Step  17  and  apply  the  final  PE  budget 
neutrality  (BN)  adjustment. 

The  final  PE  BN  adjustment  is 
calculated  by  comparing  the  results  of 
Step  18  to  the  current  pool  of  PE  RVUs. 
This  final  BN  adjustment  is  required  in 
order  to  redistribute  RVUs  from  step  18 
to  all  PE  RVUs  in  the  PFS  and  because 
certain  specialties  are  excluded  from  the 
PE  RVU  calculation  for  ratesetting 
purposes,  but  all  specialties  are 


included  for  purposes  of  calculating  the 
final  BN  adjustment.  (See  “Specialties 
excluded  from  ratesetting  calculation” 
later  in  this  section.) 

(5)  Setup  File  Information 

•  Specialties  excluded  from 
ratesetting  calculation:  For  the  purposes 
of  calculating  the  PE  RVUs,  we  exclude 
certain  specialties,  such  as  certain 
nonphysician  practitioners  paid  at  a 
percentage  of  the  PFS  and  low-volume 
specialties,  from  the  calculation.  These 
specialties  are  included  for  the  purposes 
of  calculating  the  BN  adjustment.  They 
are  displayed  in  Table  1. 


Table  1— Specialties  Excluded  From  Ratesetting  Calculation 


Specialty  code 


Specialty  description 


49  . 

50  . 

51  . 

52  . 

53  . 

54  . 

55  . 

56  . 

57  . 

58  . 

59  . 

60  . 
61  . 

73  . 

74  . 

87  . 

88 
89  . 

95  . 

96  . 

97  . 
AO 
A1 
A2 
A3 
A4 
A5 
A6 
A7 
1  .. 
2  .. 
3  .. 


Ambulatory  surgical  center. 

Nurse  practitioner. 

Medical  supply  company  with  certified  orthotist. 

Medical  supply  company  with  certified  prosthetist. 

Medical  supply  company  with  certified  prosthetist-ortiiotist. 

Medical  supply  company  not  included  in  51 ,  52,  or  53. 

Individual  certified  orthotist. 

Individual  certified  prosthetist. 

Individual  certified  prosthetist-orthotist. 

Individuals  not  included  in  55,  56,  or  57, 

Ambulance  service  supplier,  e.g.,  private  ambulance  companies,  funeral  homes,  etc. 
Public  health  or  welfare  agencies. 

Voluntary  health  or  charitable  agencies. 

Mass  immunization  roster  biller. 

Radiation  therapy  centers. 

All  other  suppliers  (e.g.,  drug  and  department  stores). 

Unknown  supplier/provider  specialty. 

Certified  clinical  nurse  specialist. 

Competitive  Acquisition  Program  (CAP)  Vendor. 

Optician. 

Physician  assistant. 

Hospital. 

SNF. 

Intermediate  care  nursing  facility. 

Nursing  facility,  other. 

HHA. 

Pharmacy. 

Medical  supply  company  with  respiratory  therapist. 

Department  store. 

Supplier  of  oxygen  and/or  oxygen  related  equipment. 

Pedorthic  personnel. 

Medical  supply  company  with  pedorthic  personnel. 


We  are  proposing  to  calculate  the 
specialty  mix  for  low  volume  services 
(fewer  than  100  billed  services  in  the 
previous  year)  using  the  same 
methodology  we  use  for  non-low 
volume  services.  We  previously  have 
used  the  survey  data  from  the  dominant 
specialty  for  these  low  volume  Services. 
However,  because  these  services  have 
such  low  utilization,  the  dominant 
specialty  tends  to  change  from  year  to 
year.  We  are  proposing  to  calculate  a 
specialty  mix  for  these  services  rather 
than  use  the  dominant  specialty  in  order 
to  smooth  year-to-year  fluctuations  in 


PE  RVUs  due  to  changes  in  the 
dominant  specialty. 

•  Crosswalk  certain  low  volume 
physician  specialties:  Crosswalk  the 
utilization  of  certain  specialties  with 
relatively  low  PFS  utilization  to  the 
associated  specialties. 

•  Physical  therapy  utilization: 
Crosswalk  the  utilization  associated 
with  all  physical  therapy  services  to  the 
specialty  of  physical  therapy. 

•  Identify  professional  and  technical 
services  not  identified  under  the  usual 
TC  and  26  modifiers:  Flag  the  services 
that  are  PC  and  TC  services,  but  do  not 
use  TC  and  26  modifiers  (for  example. 


electrocardiograms).  This  flag  associates 
the  PC  and  TC  with  the  associated 
global  code  for  use  in  creating  the 
indirect  PE  RVUs.  For  example,  the 
professional  service,  CPT  code  93010 
(Electrocardiogram,  routine  ECG  with  at 
least  12  leads;  interpretation  and  report 
only),  is  associated  with  the  global 
service,  CPT  code  93000 
(Electrocardiogram,  routine  ECG  with  at 
least  12  leads;  with  interpretation  and 
report). 

•  Payment  modifiers:  Payment 
modifiers  are  accounted  for  in  the 
creation  of  the  file  consistent  with 
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current  payment  policy  as  implemented 
in  claims  processing.  For  example, 
services  billed  with  the  assistant  at 
surgery  modifier  are  paid  16  percent  of 
the  PFS  amount  for  that  service; 
therefore,  the  utilization  file  is  modified 
to  only  account  for  16  percent  of  any 
service  that  contains  the  assistant  at 


surgery  modifier.  Similarly,  for  those 
services  to  which  volume  adjustments 
are  made  to  account  for  the  payment 
modifiers,  time  adjustments  are  applied 
as  well.  For  time  adjustments  to  surgical 
services,  the  intraoperative  portion  in 
the  physician  time  file  is  used;  where  it 
is  not  present,  the  intraoperative 


percentage  from  the  payment  files  used 
by  Medicare  contractors  to  process 
Medicare  claims  is  used  instead.  Where 
neither  is  available,  we  use  the  payment 
adjustment  ratio  to  adjust  the  time 
aecordingly.  Table  2  details  the  manner 
in  which  the  modifiers  are  applied. 


1 


Table  2— Application  of  Payment  Modifiers  to  Utilization  Files 


Modifier 

Description 

Volume  adjustment 

Time  adjustment 

80,81,82  . 

Assistant  at  Surgery  . 

16%  . 

Intraoperative  portion. 

AS  . 

Assistant  at  Surgery — Physician  As¬ 
sistant. 

14%  (85%  *  16%) . 

Intraoperative  portion. 

50  or  LT  and  RT . 

Bilateral  Surgery . 

150%  . 

150%  of  physician  time. 

51  . 

Multiple  Procedure  . 

50%  . . 

Intraoperative  portion. 

52  . 

Reduced  Services  . . 

50%  . 

50%. 

53  . 

Discontinued  Procedure . 

50%  . 

50%. 

54  . 

Intraoperative  Care  only . 

Preoperative  +  Intraoperative  Percent¬ 
ages  on  the  payment  files  used  by 
Medicare  contractors  to  process 
Medicare  claims. 

Preoperative  +  Intraoperative  portion. 

55  . 

Postoperative  Care  only . 

Postoperative  Percentage  on  the  pay¬ 
ment  files  used  by  Medicare  con¬ 
tractors  to  process  Medicare  claims. 

Postoperative  portion. 

62  . 

Co-surgeons  . 

62.5%  . 

50%. 

66  . 

Team  Surgeons . 

33%  . 

33%. 

We  also  make  adjustments  to  volume 
and  time  that  correspond  to  other 
payment  rules,  including  special 
multiple  procedure  endoscopy  rules  and 
multiple  procedure  payment  reductions 
(MPPR)  including  the  proposed 
ophthalmology  and  cardiovascular 
diagnostic  services  MPPR  discussed  in 
section  II.B.4.  of  this  proposed  rule.  We 
note  that  section  1848(c)(2)(B)(v)  of  the 
Act  exempts  certain  reduced  payments 
for  multiple  imaging  procedures  and 
multiple  therapy  services  from  the 
budget-neutrality  calculation  under 
section  1848(c)(2)(B)(ii)(II)  of  the  Act. 
These  multiple  procedure  payment 
reductions  are  not  included  in  the 
development  of  the  relative  value  units. 

For  anesthesia  services,  we  do  not 
apply  adjustments  to  volume  since  the 
average  allowed  charge  is  used  when 
simulating  RVUs  and  therefore  includes 
all  discounts.  A  time  adjustment  of 
33  percent  is  made  only,  for  medical 
direction  of  two  to  four  cases  since  that 
is  the  only  occasion  where  time  units 
are  duplicative. 

•  Work  RVUs:  The  setup  file  contains 
the  work  RVUs  from  this  proposed  rule. 

(6)  Equipment  Cost  Per  Minute 

The  equipment  cost  per  minute  is 
calculated  as: 

(l/(minutes  per  year  *  usage))  *  price  * 
((interest  rate/(l  —  (1/((1  +  interest 
rate)Alife  of  equipment))))  + 
maintenance) 

Where: 


minutes  per  year  =  maximum  minutes  per 
year  if  usage  were  continuous  (that  is, 
usage  =  1):  generally  150,000  minutes, 
usage  =  0.5  is  the  standard  equipment 

utilization  assumption;  0.75  for  certain 
expensive  diagnostic  imaging  equipment 
(see  74  FR  61753  through  61755  and 
section  II. A. 3.  of  the  CY  2011  PFS  final 
rule  with  comment  period), 
price  =  price  of  the  particular  piece  of 
equipment. 

interest  rate  =  sliding  scale  (see  proposal 
below) 

life  of  equipment  =  useful  life  of  the 
particular  piece  of  equipment, 
maintenance  =  factor  for  maintenance;  0.05. 

The  interest  rate  we  have  previously 
used  was  proposed  and  finalized  during 
rulemaking  for  CY  1998  PFS  (62  FR 
33164).  In  the  CY  2012  proposed  rule 
(76  FR  42783),  we  solicited  comment 
regarding  reliable  data  on  current 
prevailing  loan  rates  for  small 
businesses.  In  response  to  that  request, 
the  AMA  RUC  recommended  that  rather 
than  applying  the  same  interest  rate 
across  all  equipment,  CMS  should 
consider  a  “sliding  scale”  approach 
which  varies  the  interest  rate  based  on 
the  equipment  cost,  useful  life,  and  SBA 
(Small  Business  Administration) 
maximum  interest  rates  for  different 
categories  of  loan  size  and  maturity.  The 
maximum  interest  rates  for  SBA  loans 
are  as  follows: 

•  Fixed  rate  loans  of  $50,000  or  more 
must  not  exceed  Prime  plus  2.25 
,  percent  if  the  maturity  is  less  than 
7  years,  and  Prime  plus  2.75  percent  if 
the  maturity  is  7  years  or  more. 


•  For  loans  between  $25,000  and 
$50,000,  maximum  rates  must  not 
exceed  Prime  plus  3.25  percent  if  the 
maturity  is  less  than  7  years,  and  Prime 
plus  3.75  percent  if  the  maturity  is 

7  years  or  more. 

•  For  loans  of  $25,000  or  less,  the 

*  maximum  interest  rate  must  not  exceed 
Prime  plus  4.25  percent  if  the  maturity 
is  less  than  7  years,  and  Prime  plus 
4.75  percent,  if  the  maturity  is  7  years 
or  more. 

The  current  Prime  rate  is  3.25  percent. 

Based  on  that  recommendation,  for 
CY  2013,  we  are  proposing  to  use  a 
“sliding  scale”  approach  based  on  the 
current  SBA  maximum  interest  rates  for 
different  categories  of  loan  size  (price  of 
the  equipment)  and  maturity  (useful  life 
of  the  equipment).  Additionally,  we  are 
proposing  to  update  this  assumption 
through  annual  PFS  rulemaking  to 
account  for  fluctuations  in  the  Prime 
rate  and/or  changes  to  the  SBA’s 
formula  to  determine  maximum  allowed 
interest  rates. 

The  effects  of  this  proposal  on  direct 
equipment  inputs  are  reflected  in  the 
CY  2013  proposed  direct  PE  input 
database,  available  on  the  CMS  Web  site 
under  the  downloads  for  the  CY  2013 
PFS  proposed  rule  at  http:// 
www'.cms.gov/PhysicianFeeSched/. 
Additionally,  we  note  that  the  proposed 
PE  RVUs  included  in  Addendum  B  to 
this  proposed  rule  reflect  the  RVUs  that 
result  from  application  of  this  proposal. 

BILLING  CODE  4120-01-P 


TABLE  3:  CALCULATION  OF  PE  RVUS  UNDER  METHODOLOGY  FOR  SELECTED  CODES 
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BILLING  CODE  412(M)1-C 


Note:  PE  RVUs  in  table  2,  row  28,  may  not  match  Addendum  B  due  to  rounding.  The  direct  adj  =  [current  pe  rvus  *  CF  *  avg  dir  pct]/[sum  direct  inputs]  = 
[Step  2]/[Step  3]**  The  indirect  adj  =  [current  pe  rvus  *  avg  ind  pct]/[sum  of  ind  allocators]  =  [Step  9]/[Step  10] 

Note:  The  use  of  any  particular  conversion  factor  (CF)  in  Table  3  to  illustrate  the  PE  calculation  has  no  effect  on  the  resulting  RVUs. 
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3.  Changes  to  Direct  PE  Inputs  for 
Specific  Services 

In  this  section,  we  discuss  other 
specific  CY  2013  proposals  and  changes 
related  to  direct  PE  inputs  for  specific 
services.  We  note  that  we  will  address 
comments  on  the  interim  direct  PE 
inputs  established  in  the  CY  2012  PFS 
final  rule  with  comment  period  in  the 
CY  2013  PFS  final  rule. 

a.  Equipment  Minutes  for  Interrogation 
Device  Evaluation  Services 

It  has  come  to  our  attention  that  the 
pacemaker  follow-up  system  (EQ138) 
associated  with  two  interrogation  device 
management  service  codes  does  not 
have  minute’s  allocated  in  the  direct  PE 
input  database.  Based  on  our  analysis  of 
these  services,  we  believe  that  10 
minutes  should  be  allocated  to  the 
equipment  for  each  of  the  following  CPT 
codes;  93294  {Interrogation  device 
evaluation(s)  (remote),  up  to  90  days; 
single,  dual,  or  multiple  lead  pacemaker 
system  with  interim  physician  analysis, 
review(s)  and  report(s)),  and  93295 
(Interrogation  device  evaluation(s) 
(remote),  up  to  90  days;  single,  dual,  or 
multiple  lead  implantable  cardioverter- 
defibrillator  system  with  interim 
physician  analysis,  review(s)  and 
report(s)).  Therefore,  we  are  proposing 
to  modify  the  direct  PE  input  database 
to  allocate  10  minutes  to  the  pacemaker 
follow-up  system  for  CPT  codes  93294 
and  93295. 

The  proposed  CY  2013  direct  PE 
input  database  reflects  these  changes 
and  is  available  on  the  CMS  Web  site 
under  the  supporting  data  files  for  the 
CY  2013  PFS  proposed  rule  with 
comment  period  at  http:/ fw'ww.cms.gov/ 
PhysicianFeeSched/.  We  also  note  that 
the  proposed  PE  RVUs  included  in 
Addendum  B  to  this  proposed  rule 
reflect  the  RVUs  that  result  from 
application  of  this  proposal. 

b.  Clinical  Labor  for  Pulmonary 
Rehabilitation  Services  (HCPCS  Code 
G0424) 

It  has  come  to  our  attention  that  the 
direct  PE  input  database  includes  15 
minutes  of  clinical  labor  time  in  the 
nonfacility  setting  allocated  for  a  CORF 
social  worker/psychologist  (L045C) 
associated  with  HCPCS  code  G0424 
(Pulmonary  rehabilitation,  including 
exercise  (includes  monitoring),  one 
hour,  per  session,  up  to  two  sessions  per 
day).  Based  on  our  analysis  of  this 
service,  we  believe  that  these  15 
minutes  should  be  added  to  the  15 
minutes  currently  allocated  to  the 
Respiratory  Therapist  {L042B) 
associated  with  this  service.  Therefore, 
we  are  proposing  to  modify  the  direct 


PE  input  database  to  allocate  15 
additional  minutes  to  the  Respiratory 
Therapist  (L042B)  (for  a  total  of  30 
minutes)  and  delete  the  CORF  social 
worker/psychologist  (L045C)  associated 
with  HCPCS  code  G0424. 

The  proposed  CY  2013  direct  PE 
input  database  reflects  these  changes 
and  is  available  on  the  CMS  Web  site 
under  the  supporting  data  files  for  the 
CY  2013  PFS  proposed  rule  with 
comment  period  at  http://www.cms.gov/ 
PhysicianFeeSched/.  We  also  note  that 
the  proposed  PE  RVUs  included  in 
Addendum  B  to  this  proposed  rule 
reflect  the  RVUs  that  result  from 
application  of  this  proposal. 

c.  Transcranial  Magnetic  Stimulation 
Services 

For  CY  2011,  the  CPT  Editorial  Panel 
converted  Category  III  CPT  codes  0160T 
and  0161T  to  Category  I  status  (CPT 
codes  90867  (Therapeutic  Repetitive 
Transcranial  Magnetic  Stimulation 
(TMS)  treatment;  initial,  including 
cortical  mapping,  motor  threshold 
determination,  delivery  and 
management),  and  90868  (Therapeutic 
Repetitive  Transcranial  Magnetic 
Stimulation  (TMS)  treatment; 
subsequent  delivery  and  management, 
per  session)),  which  were  contractor 
priced  on  the  PFS.  For  CY  2012,  the 
CPT  Editorial  Panel  modified  CPT  codes 
90867  and  90868,  and  created  CPT  code 
90869  ({Therapeutic  Repetitive 
Transcranial  Magnetic  Stimulation 
(TMS)  treatment;  subsequent  motor 
threshold  re-determination  with 
delivery  and  management.)  In  the  CY 
2012  PFS  final  rule  with  comment 
period,  we  established  interim  final 
values  based  on  refinement  of  RUC 
recommended  work  RVUs,  direct  PE 
inputs,  and  malpractice  risk  factor 
crosswalks  for  these  services  (76  FR 
73201). 

Subsequent  to  the  development  of 
interim  final  PE  RVUs,  it  came  to  our 
attention  that  the  application  of  our 
usual  PE  methodology  resulted  in 
anomalous  PE  values  for  these  services. 
As  we  explain  in  section  II.A.2.C.2  of 
this  proposed  rule  with  comment 
period,  for  a  given  service,  we  use  the 
direct  costs  associated  with  a  service 
(clinical  staff,  equipment,  and  supplies) 

•  and  the  average  percentage  that  direct 
costs  represent  of  total  costs  (based  on 
survey  data)  across  the  specialties  that 
furnish  the  service  to  determine  an 
initial  indirect  allocator. 

For  services  almost  exclusively 
furnished  by  one  specialty,  the  average 
percentage  of  indirect  costs  relative  to 
direct  costs  would  ordinarily  be  used  to 
determine  the  initial  indirect  allocator. 
For  specialties  that  typically  incur 


significant  direct  costs  relative  to 
indirect  costs,  the  initial  indirect 
allocator  for  their  services  is  generally  • 
lower  than  for  the  specialties  that 
typically  incur  lower  direct  costs 
relative  to  indirect  costs.  Relative  to 
direct  costs,  the  methodology  generally 
allocates  a  greater  proportion  of  indirect 
PE  to  services  furnished  by 
psychiatrists,  for  example,  than  to 
services  furnished  by  specialties  that 
typically  incur  significant  direct  costs, 
such  as  radiation  oncologists.  In  the 
case  of  the  TMS,  however,  the  direct 
costs  incurred  by  psychiatrists  reporting 
the  codes  far  exceed  the  direct  costs 
typical  to  any  other  service 
predominantly  furnished  by 
psychiatrists.  This  drastic  difference  in 
the  direct  costs  of  TMS  relative  to  most 
other  services  furnished  by  psychiatrists 
results  in  anomalous  PE  values  since 
code-level  indirect  PE  allocation  relies 
on  typical  resource  costs  for  the 
specialties  that  furnish  the  service.  In 
other  words,  the  amount  of  indirect  PE 
allocated  to  TMS  services  is  based  on 
the  proportion  of  indirect  expense  to 
direct  expense  that  is  typical  of  other 
psychiatric  services,  and  is  not  on  par 
with  other  services  that  require  similar 
investments  in  capital  equipment  and 
high-cost,  disposable  supplies. 

Historically,  we  have  contractor- 
priced  services  with  resource  costs  that 
cannot  be  appropriately  valued  within 
the  generally  applicable  PE 
methodology  used  to  price  services 
across  the  PFS.  Because  there  is  no 
mechanism  to  develop  appropriate 
payment  rates  for  these  services  within 
our  current  methodology,  we  are 
proposing  to  contractor  price  these 
codes  for  CY  2013. 

d.  Spinal  Cord  Stimulation  Trial 
Procedures  in  the  Nonfacility  Setting 

Stakeholders  have  recently  brought  to 
our  attention  that  CPT  code  63650 
(Percutaneous  implantation  of 
neurostimulator  electrode  array, 
epidural)  is  frequently  furnished  in  the 
physician  office  setting  but  is  not  priced 
in  that  setting.  We  note  that  the 
valuation  of  a  service  under  the  PFS  in 
particular  settings  does  not  address 
whether  those  services  are  medically 
reasonable  and  necessary  in  the  case  of 
individual  patients,  including  being 
furnished  in  a  setting  appropriate  to  the 
patient’s  medical  needs  and  condition. 
However,  because  these  services  are 
being  furnished  in  the  nonfacility 
setting,  we  believe  that  CPT  code  63650 
should  be  reviewed  to  establish 
appropriate  nonfacility  inputs.  We 
propose  to  review  CPT  code  63650  and 
request  recommendations  from  the 
AMA  RUC  and  other  public  commenters 
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on  the  appropriate  physician  work 
RVUs  (as  measured  by  time  and 
intensity),  and  facility  and  nonfacility 
direct  PE  inputs  for  this  service.  We 
understand  that  disposable  leads 
comprise  a  significant  resource  cost  for 
this  service  and  are  currently  separately 
reportable  to  Medicare  for  payment 
purposes  when  the  service  is  furnished 
in  the  physician  office  setting. 

Disposable  medical  supplies  are  not 
considered  prosthetic  devices  paid 
under  the  Durable  Medical  Equipment, 
Prosthetic/Orthotic,  and  Supplies 
(DMEPOS)  fee  schedule  and  generally 
are  incorporated  as  nonfacility  direct  PE  • 
inputs  to  PE  RVUs.  We  seek  comment 
on  establishing  nonfacililty  PE  RVUs  for 
CPT  code  63650. 

B.  Potentially  Misvalued  Codes  Under 
the  Physician  Fee  Schedule 

1.  Valuing  Services  Under  the  PFS 

To  value  services  under  the  PFS, 
section  1848(c)  of  the  Act  requires  the 
Secretary  to  determine  relative  values 
for  physicians’  services  based  on  three 
components:  work;  practice  expense 
(PE);  and  malpractice.  Section 
1848(c)(1)(A)  of  the  Act  defines  the 
work  component  to  include  “the  portion 
of  the  resources  used  in  furnishing  the 
service  that  reflects  physician  time  and 
intensity  in  furnishing  the  service.”  In 
addition,  section  1848(c)(2)(C)(i)  of  the 
Act  specifies  that  “the  Secretary  shall 
determine  a  number  of  work  relative 
value  units  (RVUs)  for  the  service  based 
on  the  relative  resources  incorporating 
physician  time  and  intensity  required  in 
furnishing  the  service.” 

As  discussed  in  detail  in  sections 
I.B.l.b.  and  I.B.l.c.  of  this  proposed 
rule,  the  statute  also  -defines  the  PE  and 
malpractice  components  and  provides 
specific  guidance  in  the  calculation  of 
the  RVUs  for  each  of  these  components. 
Section  1848(c)(1)(B)  of  the  Act  defines 
the  PE  component  as  “the  portion  of  the 
resources  used  in  furnishing  the  service 
that  reflects  the  general  categories  of 
expenses  (such  as  office  rent  and  wages 
of  personnel,  but  excluding  malpractice 
expenses)  comprising  practice 
expenses.”  Section  1848(c)(1)(C)  of  the 
Act  defines  the  malpractice  component 
as  “the  portion  of  the  resources  used  in 
furnishing  the  service  that  reflects 
malpractice  expenses  in  furnishing  the 
service.”  Sections  1848  (c)(2)(C)(ii)  and 
(iii)  of  the  Act  specify  that  PE  and 
malpractice  expense  RVUs  shall  be 
determined  based  on  the  relative  PE/ 
malpractice  expense  resources  involved 
in  furnishing  the  service. 

Section  1848(c)(2)(B)  of  the  Act 
directs  the  Secretary  to  conduct  a 
periodic  review,  not  less  often  than 


every  5  years,  of  the  RVUs  established 
under  the  PFS.  On  March  23,  2010,  the 
Affordable  Care  Act  was  enacted, 
further  requiring  the  Secretary  to 
periodically  identify  and  review 
potentially  misvalued  codes  and  make 
appropriate  adjustments  to  the  relative 
values  of  those  services  identified  as 
being  potentially  misvalued.  Section 
3134(a)  of  the  Affordable  Care  Act 
added  a  new  section  1848(c)(2)(K)  to  the 
Act,  which  requires  the  Secretary  to 
periodically  identify  potentially 
misvalued  services  using  certain  criteria 
and  to  review  and  make  appropriate 
adjustments  to  the  relative  values  for 
those  services.  Section  3134(a)  of  the 
Affordable  Care  Act  also  added  a  new 
section  1848(c)(2)(L)  to  the  Act  which 
requires  the  Secretary  to  develop  a 
process  to  validate  the  RVUs  of  certain 
potentially  misvalued  codes  under  the 
PFS,  identified  using  the  same  criteria 
used  to  identify  potentially  misvalued 
codes,  and  to  make  appropriate 
adjustments. 

As  discussed  in  section  I.B.l.a.  of  this 
proposed  rule,  each  year  we  develop 
and  propose  appropriate  adjustments  to 
the  RVUs,  taking  into  account  the 
recommendations  provided  by  the 
American  Medical  Association 
Specialty  Society  Relative  Value  Scale 
Update  Committee  (AMA  RUC),  the 
Medicare  Payment  Advisory 
Commission  (MedPAC),  and  others.  For 
many  years,  the  AMA  RUC  has  provided 
us  with  recommendations  on  the 
appropriate  relative  values  for  new, 
revised,  and  potentially  misvalued  PFS 
services.  We  review  these 
recommendations  on  a  code-by-code 
basis  and  consider  these 
recommendations  in  conjunction  with 
analyses  of  data  sources,  such  as  claims 
data,  to  inform  the  decision-making 
process  as  authorized  by  the  law.  We 
may  also  consider  analyses  of  physician 
time,  work  RVUs,  or  direct  PE  inputs 
using  other  data  sources,  such  as 
Department  of  Veteran  Affairs  (VA) 
National  Surgical  Quality  Improvement 
Program  (NSQIP),  the  Society  for 
Thoracic  Surgeons  (STS),  and  the 
Physician  Quality  Reporting  Initiative 
(PQRI)  databases.  In  addition  to 
considering  the  most  recently  available 
data,  we  also  assess  the  results  of 
physician  surveys  and  specialty 
recommendations  submitted  to  us  by 
the  AMA  RUC.  We  conduct  a  clinical 
review  to  assess  the  appropriate  RVUs 
in  the  context  of  contemporary  medical 
practice.  We  note  that  section 
1848(c)(2)(A)(ii)  of  the  Act  authorizes 
the  use  of  extrapolation  and  other 
techniques  to  determine  the  RVUs  for 
physicians’  services  for  which  specific 


data  are  not  available,  in  addition  to 
taking  into  account  the  results  of 
consultations  with  organizations 
representing  physicians.  In  accordance 
with  section  1848(c)  of  the  Act,  we 
determine  appropriate  adjustments  to 
the  RVUs,  explain  the  basis  of  these 
adjustments,  and  respond  to  public 
comments  in  the  PFS  proposed  and 
final  rules. 

2.  Identifying,  Reviewing,  and 
Validating  the  RVUs  of  Potentially 
Misvalued  Services  on  the  PFS 

a.  Background 

In  its  March  2006  Report  to  the 
Congress,  MedPAC  noted  that 
“misvalued  services  can  distort  the 
price  signals  for  physicians’  services  as 
well  as  for  other  health  care  services 
that  physicians  order,  such  as  hospital 
services.”  In  that  same  report  MedPAC 
postulated  that  physicians’  services 
under  the  PFS  can  become  misvalued 
over  time  for  a  number  of  reasons:  For 
example,  MedPAC  stated,  “when  a  new 
service  is  added  to  the  PFS,  it  may  be 
assigned  a  relatively  high  value  because 
of  the  time,  technical  skill,  and 
psychological  stress  that  are  often 
required  to  furnish  that  service.  Over 
time,  the  work  required  for  certain 
services  would  be  expected  to  decline  as 
physicians  become  more  familiar  with 
the  service  and  more  efficient  in 
furnishing  it.”  That  is,  the  amount  of 
physician  work  needed  to  furnish  an 
existing  service  may  decrease  as 
physicians  build  experience  furnishing 
that  service.  Services  can  also  become 
overvalued  when  PEs  decline.  This  can 
happen  when  the  costs  of  equipment 
and  supplies  fall,  or  when  equipment  is 
used  more  frequently  than  is  estimated 
in  the  PE  methodology,  reducing  its  cost 
per  use.  Likewise,  services  can  become 
undervalued  when  physician  work 
increases  or  PEs  rise.  In  the  ensuing 
years  since  MedPAC’s  2006  report, 
additional  groups  of  potentially 
misvalued  services  have  been  identified 
by  the  Congress,  CMS,  MedPAC,  the 
AMA  RUC,  and  other  stakeholders. 

In  recent  years,  CMS  and  the  AMA 
RUC  have  taken  increasingly  significant 
steps  to  address  potentially  misvalued 
codes.  As  MedPAC  noted  in  its  March 
2009  Report  to  Congress,  in  the 
intervening  years  since  MedPAC  made 
the  initial  recommendations,  “CMS  and 
the  AMA  RUC  have  taken  several  steps 
to  improve  the  review  process.”  Most 
recently,  section  1848(c)(2)(K)(ii)  of  the 
Act  (as  added  by  section  3134(a)  of  the 
Affordable  Care  Act)  directed  the 
Secretary  to  specifically  examine,  as 
determined  appropriate,  potentially 
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misvalued  services  in  se'^en  categories 
as  follows: 

•  Codes  and  families  of  codes  for 
which  there  has  been  the  fastest  growth; 

•  Codes  and  families  of  codes  that 
have  ex(>erienced  substantial  changes  in 
PEs; 

•  Codes  that  are  recently  established 
for  new  technologies  or  services; 

•  Multiple  codes  that  are  frequently 
billed  in  conjunction  with  furnishing  a 
single  service; 

•  Codes  with  low  relative  values, 
particularly  those  that  are  often  billed 
multiple  times  for  a  single  treatment; 

•  Codes  which  have  not  been  subject 
to  review  since  the  implementation  of 
the  PFS  (the  so-called  ‘Harvard-valued 
codes’);  and 

•  Other  cedes  determined  to  be 
appropriate  by  the  Secretary. 

Section  1848{c)(2)(K)(iii)  of  the  Act 
also  specifies  that  the  Secretary  may  use 
existing  processes  to  receive 
recommendations  on  the  review  and 
appropriate  adjustment  of  potentially 
misvalued  services.  In  addition,  the 
Secretary  may  conduct  surveys,  other 
data  collection  activities,  studies,  or 
other  analyses,  as  the  Secretary 
determines  to  be  appropriate,  to 
facilitate  the  review  and  appropriate 
adjustment  of  potentially  misvalued 
services.  This  section  also  authorizes 
the  use  of  analytic  contractors  to 
identify  and  analyze  potentially 
misvalued  codes,  conduct  surv^eys  or 
collect  data,  and  make 
recommendations  on  the  review  and 
appropriate  adjustment  of  potentially 
misvalued  services.  Additionally,  this 
section  provides  that  the  Secretary  may 
coordinate  the  review  and  adjustment  of 
any  RVU  with  the  periodic  review 
described  in  section  1848(c)(2)(B)  of  the 
Act.  Finally,  section  1848(c)(2)(K)(iii)(V) 
of  the  Act  specifies  that  the  Secretary 
may  make  appropriate  coding  revisions 
(including  using  existing  processes  for 
consideration  of  coding  changes)  which 
may  include  consolidation  of  individual 
services  into  bundled  codes  for  payment 
under  the  PFS. 

In  addition  to  these  requirements, 
section  3003  (b)(1)  of  the  Middle  Class 
Tax  Cut  and  Job  Creation  Act  of  2012 
(Pub.  L.  112-96),  requires  that  the 
5>ecretary  conduct  a  study  that  examines 
options  for  bundled  or  episode-based 
payment  to  cover  physicians’  services 
currently  paid  under  the  PFS  under 
section  1848  of  the  Act  for  one  or  more 
prevalent  chronic  conditions  or 
episodes  of  care  for  one  or  more  major 
procedures.  In  conducting  the  study,  the 
Secretary  shall  consult  with  medical 
professional  societies  and  other  relevant 
stakeholders.  Additionally,  the  study 
shall  include  an  examination  of  related 


private  payer  payment  initiatives.  This 
section  also  requires  that  not  later  than 
January  1,  2013,  the  Secretary  submit  to 
certain  committees  of  the  Congress  a 
report  on  the  study.  The  report  shall 
include  recommendations  on  suitable 
alternative  payment  options  for  services 
paid  under  the  PFS  and  on  associated 
implementation  requirements. 

Bundling  is  one  method  for 
structuring  payment  that  can  improve 
payment  accuracy  and  efficiency, 
assuming  the  bundling  proposal  has 
considered  the  payment  system, 
context,  and  included  services.  Current 
work  on  bundling  to  date  has  targeted 
specific  codes  and  sets  of  codes. 
Specifically,  our  ongoing  work 
identifying,  reviewing,  and  validating 
the  RVUs  of  potentially  misvalued 
services  on  the  PFS  will  support  the 
development  of  this  report.  As  detailed 
above,  through  the  potentially 
misvalued  codes  initiative  we  are 
currently  identifying  for  review  codes 
that  are  firequently  billed  together  and 
codes  with  low  relative  values  billed  in 
multiples.  Many  of  the  codes  identified 
through  these  screens  have  been 
referred  to  the  CPT  Editorial  Panel  for 
the  development  of  a  comprehensive  or 
bundled  code,  and  several  bundled 
codes  have  already  been  created  and 
valued.  Additionally^  in  section  II.B.2.d. 
of  this  CY  2013  PFS  proposed  rule,  we 
discuss  improving  the  value  of  the 
global  surgical  package  and  request 
public  comment  on  methods  of 
obtaining  accurate  and  current  data  on 
E/M  services  furnished  as  part  of  global 
surgical  procedures.  This  information 
on  measuring  post-operative  work  in 
our  current  payment  bundles  also  will 
inform  our  report  to  the  Congress.  We 
will  continue  to  examine  options  for 
bundled  or  episode-based  payments  and 
will  include  our  recommendations  and 
implementation  options  in  our  report  to 
the  Congress  submitted  no  later  than 
January  1,  2013. 

b.  Progress  in  Identifying  and  Reviewing 
Potentially  Misvalued  Codes 

In  accordance  with  our  statutory 
mandate,  we  have  identified  and 
reviewed  numerous  potentially 
misvalued  codes  in  all  seven  of  the 
categories  specified  in  section 
1848(c)(2)(K)(ii)  of  the  Act,  and  we  plan 
to  continue  our  work  examining 
potentially  misvalued  codes  in  these 
areas  over  the  upcoming  years.  In  the 
current  process,  we  identify  potentially 
misvalued  codes  for  review,  and  request 
recommendations  from  the  AMA  RUC 
and  other  public  commenters  on  revised 
work  RVUs  and  direct  PE  inputs  for 
those  codes.  The  AMA  RUC,  through  its 
own  processes,  identifies  potentially 


misvalued  codes  for  review,  and 
through  our  public  nomination  process 
for  potentially  misvalued  codes 
established  in  the  CY  2012  PFS  final 
rule,  other  individuals  and  stakeholder 
groups  submit  nominations  for  review 
of  potentially  misvalued  codes  as  well. 

Since  CY  2009,  as  a  part  of  the  annual 
potentially  misvalued  code  review  and 
Five-Year  Review  process,  we  have 
reviewed  over  1,000  potentially 
misvalued  codes  to  refine  work  RVUs 
and  direct  PE  inputs.  We  have  adopted 
appropriate  work  RVUs  and  direct  PE 
inputs  for  these  services  as  a  result  of 
these  reviews. 

Our  prior  reviews  of  codes  under  the 
potentially  misvalued  codes  initiative 
have  included  codes  in  all  seven 
categories  specified  in  section 
1848(c)(2)(K)(ii)  of  the  Act,  listed  above. 
A  more  detailed  discussion  of  the 
extensive  prior  reviews  of  potentially 
misvalued  codes  is  included  in  the  CY 
2012  PFS  final  rule  with  comment 
period  (76  FR  73052  through  73055). 

In  last  year’s  PFS  proposed  rule  (CY 
2012),  we  identified  potentially 
misvalued  codes  in  the  category  of 
“Other  codes  determined  to  be 
appropriate  by  the  Secretary,”  referring 
a  list  of  the  highest  PFS  expenditure 
services,  by  specialty,  that  had  not  been 
recently  reviewed  (76  FR  73059  through 
73068).  In  the  CY  2012  final  rule  with 
comment  period  we  finalized  policy  to 
consolidate  the  review  of  physician 
work  and  PE  at  the  same  time  (76  FR 
73055  through  73958),  and  established  a 
process  for  the  annual  public 
nomination  of  potentially  misvalued 
services  to  replace  the  Five-Year  review 
process  (76  FR. 73058  through  73059). 
Below  we  discuss  proposals  that 
support  our  continuing  efforts  to 
appropriately  identify,  review,  and 
adjust  values  for  potentially  misvalued 
codes. 

c.  Validating  RVUs  of  Potentially 
Misvalued  Codes 

In  addition  to  identifying  and 
reviewing  potentially  misvalued  codes, 
section  3134(a)  of  the  Affordable  Care 
Act  added  section  1848(c)(2)(L)  of  the 
Act,  which  specifies  that  the  Secretary 
shall  establish  a  formal  process  to 
validate  RVUs  under  the  PFS.  The 
validation  process  may  include 
validation  of  work  elements  (such  as 
time,  mental  effort  and  professional 
judgment,  technical-  skill  and  physical 
effort,  and  stress  due  to  risk)  involved 
with  furnishinp  a  service  and  may 
include  validation  of  the  pre-,  post-,  and 
intra-service  components  of  work.  The 
Secretary  is  directed,  as  part  of  the 
validation,  to  validate  a  sampling  of  the 
work  RVUs  of  codes  identified  through 
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any  of  the  seven  categories  of 
potentially  misvalued  codes  specified 
by  section  1848(c)(2)(K)(ii)  of  the  Act. 
Furthermore,  the  Secretary  may  conduct 
the  validation  using  methods  similar  to 
those  used  to  review  potentially 
misvalued  codes,  including  conducting 
surveys,  other  data  collection  activities, 
studies,  or  other  analyses  as  the 
Secretary  determines  to  be  appropriate 
to  facilitate  the  validation  of  RVUs  of 
s©rvic0s. 

In  the  CY  2011  PFS  proposed  rule  (75 
FR  40068)  and  CY  2012  PFS  proposed 
rule  (76  FR  42790),  we  solicited  public 
comments  on  possible  approaches, 
methodologies,  and  data  sources  that  we 
should  consider  for  a  validation  process. 
A  summary  of  the  comments  along  with 
our  responses  are  included  in  the  CY 
2011  PFS  final  rule  with  comment 
period  (75  FR  73217)  and  the  CY  2012 
PFS  final  rule  with  comment  period 
(73054  through  73055).  In  CY  2012  we 
intend  to  enter  into  a  contract  to  assist 
us  in  validating  RVUs  of  potentially 
misvalued  codes  that  will  explore  a 
model  for  the  validation  of  physician 
work  under  the  PFS,  both  for  new  and 
existing  services.  We  plan  to  discuss 
this  model  further  in  future  rulemaking. 

d.  Improving  the  Valuation  of  the  Global 
Surgical  Package 

(1)  Background 

We  applied  the  concept  of  payment 
for  a  global  surgical  package  under  the 
PFS  at  its  inception  on  January  1,  1992 
(56  FR  59502).  For  each  global  surgical 
procedure,  we  establish  a  single 


payment,  which  includes  payment  for  a 
package  of  all  related  services  typically 
furnished  by  the  surgeon  furnishing  the 
procedure  during  the  global  period. 

Each  global  surgery  is  paid  on  the  PFS 
as  a  single  global  surgical  package.  Each 
global  surgical  package  payment  rate  is 
based  on  the  work  necessary  for  the 
typical  surgery  and  related  pre-  and 
post-operative  work.  The  global  period 
may  include  0, 10,  or  90  days  of  post¬ 
operative  care,  depending  on  the 
procedure.  For  major  procedures,  those 
with  a  90-day  global  period,  the  global 
.surgical  package  payment  also  includes 
the  day  prior  to  the  day  of  surgery. 

Some  global  surgical  packages  have 
been  valued  by  adding  the  RVU  of  the 
surgical  procedure  and  all  pre-  and  post¬ 
operative  evaluation  and  management 
(E/M)  services  included  in  the  global 
period.  Others  have  been  valued  using 
magnitude  estimation,  in  which  case, 
the  overall  RVU  for  the  surgical  package 
was  determined  without  factoring  in  the 
specific  RVUs  associated  with  the  E/M 
services  in  the  global  period.  The 
number  and  level  of  E/M  services 
identified  with  a  global  surgery  payment 
are  based  on  the  typical  case.  Even 
though  a  surgical  package  may  have 
been  developed  with  several  E/M 
services  included,  a  physician  is  not 
required  to  furnish  each  pre-  or  post¬ 
operative  visit  to  bill  for  the  global 
surgical  package. 

Similar  to  other  bundled  services  on 
the  PFS,  when  a  global  surgery  code  is 
billed,  the  bundled  pre-  and  post¬ 
operative  care  is  not  separately  payable; 


surgeons  or  other  physicians  billing  a 
surgical  procedure,  cannot  separately 
bill  for  the  E/M  services  that  are 
included  in  the  global  surgical  package. 

(2)  Measuring  Post-Operative  Work 

The  use  of  different  methodologies  for 
valuing  global  surgical  packages  since 
1992  has  created  payment  rates  with  a 
wide  range  of  E/M  services  included 
within  the  post-operative  period.  This  is 
especially  true  among  those  with  90-day 
global  periods.  More  recently  reviewed 
codes  tend  to  have  fewer  E/M  services 
in  the  global  period,  and  the  work  RVUs 
of  those  E/M  services  are  often 
accounted  for  in  the  value  for  the  global 
surgical  package.  The  value  of  less 
recently  reviewed  global  surgeries 
firequently  do  not  appear  to  include  the 
full  work  RVUs  of  each  E/M  service  in 
the  global  surgical  package,  and  the 
numbers  of  E/M  services  included  in  the 
post-operative  period  can  be 
inconsistent  within  a  family  of 
procedures.  For  example,  there  is 
significant  variation  in  the  number  and 
level  of  E/M  services  included  in  two 
transplantation  procedures  in  Table  4. 
Pre-,  intra-,  and  post-operative  times, 
including  the  number  of  post-operative 
visits,  for  each  global  surgical  package 
can  be  found  in  the  physician  time  file 
on  the  CMS  Web  site  at  http:// 
www.cms.gov/PhysicianFeeSched/ 
PFSFRN/itemdetail.asp?filter 
Type=none&fiIterByDID=-99&'sortBy 
DID=4&‘sortOrder= 
descending6'itemID=CM 
S 1 253669&'intNumPerPage=  1 0. 


table  4— Transplantation  Procedures  Showing  a  Significant  Range  in  the  Number  of  Included  E/M  Services 


1 

! 

E/M  services  included  in  global  period 

Total  E/M 

CRT  Code 

Short  descriptor 

Work  RVU 

-  -  - • 

- i 

Work  RVU 

99213 

99231 

99238  ! 

99291 

50360  . 

Transplantation  of  kidney . 

40.90 

9 

12 

1 

10 

64.13 

47135  . 

Transplantation  of  liver  . 

83.64 

7 

0 

0 

0 

6.79 

In  2005,  the  HHS  Office  of  Inspector 
General  (OIG)  examined  whether  global 
surgical  packages  are  appropriately 
valued.  In  its  report  on  eye  and  ocular 
surgeries,  “National  Review  of 
Evaluation  and  Management  Services 
Included  in  Eye  and  Ocular  Adnexa 
Global  Surgery  Fees  for  Calendar  Year 
2005”  (A-05-07-00077),  the  OIG 
reviewed  a  sample  of  300  eye  and  ocular 
surgeries,  and  counted  the  actual 
number  of  face-to-face  services  in  the 
surgeons’  medical  records  to  establish 
whether  the  surgeon  furnished  post¬ 
operative  E/M  services.  The  OIG 
findings  show  that  surgeons  typically 
furnished  fewer  E/M  services  in  the 
post-operative  period  than  were 


identified  with  the  global  surgical 
package  payment  for  each  procedure.  A 
smaller  percentage  of  surgeons 
furnished  more  E/M  services  than  were 
identified  with  the  global  surgical 
package  payment.  The  OIG  could  only 
review  the  number  of  face-to-face 
services  and  was  not  able  to  review  the 
level  of  E/M  services  that  the  surgeons 
furnished  due  to  a  lack  of 
documentation  in  surgeons’  medical 
records.  The  OIG  concluded  that  jthe 
RVUs  for  the  global  surgical  package  are 
too  high  because  they  includq  the  work 
of  E/M  services  that  are  not  typically 
furnished  within  the  global  period  for 
the  reviewed  procedures. 


Following  the  2005  report,  the  OIG 
continued  to  investigate  E/M  services 
furnished  during  the  global  surgical 
period.  In  May  2012,  the  OIG  published 
a  report  titled  “Musculoskeletal  Global 
Surgery  Fees  Often  Did  Not  Reflect  the 
Number  of  Evaluation  and  Management 
Services  Provided”  (A-05-09-00053). 
For  this  investigation,  the  OIG  sampled 
300  musculoskeletal  global  surgeries 
and  again  found  that,  for  the  majority  of 
sampled  surgeries,  physicians  furnished 
fewer  E/M  services  than  were  identified 
as  part  of  the  global  period  for  that 
service.  Once  again,  a  smaller 
percentage  of  surgeons  furnished  more 
E/M  services  than  were  identified  with 
the  global  surgical  package  payment. 
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The  OIG  concluded  that  the  RVUs  for 
the  global  surgical  package  are  too  high 
because  they  include  the  work  of  E/M 
services  that  are  not  typically  furnished 
within  the  global  period  for  the 
reviewed  procedures. 

In  both  reports,  the  OIG 
recommended  that  we  adjust  the 
number  of  E/M  services  identified  with 
the  global  surgical  payments  to  reflect 
the  number  of  E/M  services  that  are 
actually  being  furnished.  Under  the 
PFS,  we  do  not  ask  surgeons  to  report 
bundled  services  on  their  claim  when 
billing  for  the  global  surgical  package  as 
we  do  providers  furnishing  bundled 
services  under  other  Medicare  payment 
systems.  Since  it  is  not  necessary  for  a 
surgeon  to  identify  the  level  cind  code  of 
the  E/M  services  actually  furnished 
during  the  global  period,  there  is  very 
limited  documentation  on  the  frequency 
or  level  of  post-operative  services. 
Without  sufficient  documentation,  a 
review  of  the  medical  record  cannot 
accurately  determine  the  number  or 
level  of  E/M  services  furnished  in  the 
post-operative  period. 

As  noted  above,  section  1848(c)(2)(K) 
of  the  Act  (as  added  by  section  3134  of 
the  Affordable  Care  Act),  which 
essentially  codified  the  potentially 
misvalued  codes  initiative,  requires  that 
the  Secretary  identify  and  review 
potentially  misvalued  services  with  an 
emphasis  on  several  categories,  and 
recognizes  the  Secretary’s  discretion  to 
identify  additional  potentially 
misvalued  codes.  Several  of  the 
categories  of  potentially  misvalued 
codes  support  better  valuation  of  global 
surgical  package  codes.  We  have  made 
efforts  to  prioritize  the  review  of  RVUs 
for  services  on  the  PFS  that  have  not 
been  reviewed  recently  or  for  services 
where  there  is  a  potential  for  misuse. 
One  of  the  priority  categories  for  review 
of  potentially  misvalued  codes  is 
services  that  have  not  been  subject  to 
review  since  the  implementation  of  the 
PFS  (the  so-called  “Harvard- valued 
codes”).  In  the  CY  2009  PFS  proposed 
rule,  we  requested  that  the  AMA  RUG 
engage  in  an  ongoing  effort  to  review  the 
remaining  Harvard-valued  codes, 
focusing  first  on  the  high-volume,  low 
intensity  codes  (73  FR  38589).  For  the 
Fourth  Five-Year  Review  (76  FR  32410), 
we  requested  that  the  AMA  RUG  review 
services  that  have  not  been  reviewed 
since  the  original  implementation  of  the 
PFS  with  utilization  greater  than  30,000 
(Harvard-valued — Utilization  >  30,000). 
In  section  II.B.3  of  this  proposed  rule, 
we  propose  to  review  Harvard-valued 
services  with  annual  allowed  charges 
that  total  at  least  $10,000,000  (Harvard¬ 
valued — Allowed  charges  > 
$10,000,000),  and  request 


recommendations  from  the  AMA  RUG 
and  other  public  commenters  on 
appropriate  values  for  these  services. 

Of  the  more  than  1,000  identified 
potentially  misvalued  codes,  just  over 
650  are  surgical  services  with  a  global 
period  of  0, 10,  or  90  days.  We  have 
completed  our  review  of  450  of  these 
potentially  misvalued  surgical  codes. 
These  efforts  are  important,  but  we 
believe  the  usual  review  process  does 
not  go  far  enough  to  assess  whether  the 
valuation  of  global  surgical  packages 
reflects  the  number  and  level  of  post¬ 
operative  services  that  are  typically 
furnished.  To  support  our  statutory 
obligation  to  identify  and  review 
potentially  misvalued  services  and  to 
respond  to  the  OIG’s  concern  that  global 
surgical  package  payments  are 
misvalued,  we  believe  that  we  should 
begin  gathering  more  information  on  the 
E/M  services  that  are  typically  furnished 
with  surgical  procedures.  Information 
regarding  the  typical  work  involved  in 
surgical  procedures  with  a  global  period 
is  necessary  to  evaluate  whether  certain 
surgical  procedures  are  appropriately 
valued.  While  the  AMA  RUG  reviews 
and  recommends  RVUs  for  services  on 
the  PFS,  we  complete  our  own 
assessment  of  those  recommendations, 
and  may  adopt  different  RV'^Us. 

However,  for  procedures  with  a  global 
period,  the  lack  of  claims  data  and 
documentation  restrict  our  ability  to 
review  and  assess  the  appropriateness  of 
their  RVUs. 

We  are  seeking  comments  on  methods 
of  obtaining  accurate  and  current  data 
on  E/M  services  furnished  as  part  of  a 
global  surgical  package.  We  are 
especially  interested  in  and  invite 
comments  on  a  claims-based  data 
collection  approach  that  would  include 
reporting  E/M  services  furnished  as  part 
of  a  global  surgical  package,  as  well  as 
other  valid,  reliable,  generalizable,  and 
robust  data  to  help  us  identify  the 
number  and  level  of  E/M  services 
typically  furnished  in  the  global  surgical 
period  for  specific  procedures.  We  will 
carefully  weigh  all  comments  received 
as  we  consider  ways  to  appropriately 
review  values  for  global  surgical 
packages. 

3.  GY  2013  Identification  and  Review  of 
Potentially  Misvalued  Services 

a.  Public  Nomination  of  Potentially 
Misvalued  Godes 

In  the  GY  2012  PFS  final  rule,  we 
finalized  a  public  nomination  process 
for  potentially  misvalued  codes  (76  FR 
73058).  Under  the  previous  Five-Year 
Reviews,  the  public  nominated 
potentially  misvalued  codes  for  review. 
To  allow  for  public  input  and  to 


preserve  the  public’s  ability  to  identify 
and  nominate  potentially  misvalued 
codes  for  review  under  our  annual 
potentially  misvalued  codes  initiative, 
we  established  a  process  by  which  the 
public  can  submit  codes,  along  with 
documentation  supporting  the  need  for 
review,  on  an  annual  basis. 

Stakeholders  may  nominate  potentially 
misvalued  codes  for  review  by 
submitting  the  code  with  supporting 
documentation  during  the  60-day  public 
comment  period  following  the  release  of 
the  annual  PFS  final  rule  with  comment 
period.  Supporting  documentation  for 
codes  nominated  for  the  annual  review 
of  potentially  misvalued  codes  may 
include  the  following: 

•  Documentation  in  the  peer 
reviewed  medical  literature  or  other 
reliable  data  that  there  have  been 
cha,nges  in  physician  work  due  to  one 
or  more  of  the  following:  Technique; 
knowledge  and  technology;  patient 
population;  site-of-service;  length  of 
hospital  stay;  and  physician  time. 

•  An  anomalous  relationship  between 
the  code  being  proposed  for  review  and 
other  codes. 

•  Evidence  that  technology  has 
changed  physician  work,  that  is, 
diffusion  of  technology. 

•  Analysis  of  other  data  on  time  and 
effort  measures,  such  aj  operating  room 
logs  or  national  and  other  representative 
databases. 

•  Evidence  that  incorrect 

assumptions  were  made  in  the  previous 
valuation  of  the  service,  such  as  a 
misleading  vignette,  survey,  or  flawed 
crosswalk  assumptions  in  a  previous 
evaluation.  . 

•  Prices  for  certain  high  cost  supplies 
or  other  direct  PE  inputs  that  are  used 
to  determine  PE  RVUs  are  inaccurate 
and  do  not  reflect  current  information. 

•  Analyses  of  physician  time,  work 
RVU,  or  direct  PE  inputs  using  other 
data  sources  (for  example.  Department 
of  Veteran  Affairs  (VA)  National 
Surgical  Quality  Improvement  Program 
(NSQIP),  the  Society  for  Thoracic 
Surgeons  (STS),  and  the  Physician 
Quality  Reporting  System  (PQRS) 
databases). 

•  National  surveys  of  physician  time 
and  intensity  from  professional  and 
management  societies  and 
organizations,  such  as  hospital 
associations. 

Under  this  newly  established  process, 
after  we  receive  the  nominated  codes 
during  the  60-day  comment  period 
following  the  release  of  the  annual  PFS 
final  rule  with  comment  period,  we 
would  evaluate  the  supporting 
documentation  and  assess  whether  they 
appear  to  be  potentially  misvalued 
codes  appropriate  for  review  under  the 
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annual  process.  In  the  following  year’s 
PFS  proposed  rule,  we  would  publish 
the  list  of  nominated  codes,  and 
indicate  whether  each  nominated  code 
will  be  reviewed  as  potentially 
misvalued. 

This  year  is  the  first  year  we  are 
considering  codes  we  received  through 
this  public  nomination  process  for 
potentially  misvalued  codes.  In  the  60 
days  following  the  release  of  the  CY 
2012  PFS  final  rule  with  comment 
period,  we  received  nominations  and 
supporting  documentation  for  review  of 


the  codes  listed  in  Tables  5  and  6.  A 
total  of  36  CPT  codes  were  nominated. 
The  majority  of  the  nominated  codes 
were  codes  for  which  we  finalized  RVUs 
in  the  CY  2012  PFS  final  rule.  That  is, 
the  RVUs  were  interim  in  CY  2011  and 
finalized  for  CY  2012,  or  proposed  in 
either  the  Fourth  Five-Year  Review  of 
Work  or  the  CY  2012  PFS  proposed  rule 
and  finalized  for  CY  2012.  Under  this 
annual  public  nomination  process,  we 
note  that  it  would  be  highly  unlikely 
that  we  would  determine  that  a 
nominated  code  is  appropriate  for 


review  under  the  potentially  misvalued 
codes  initiative  if  it  had  been  reviewed 
in  the  years  immediately  preceding  its 
nomination  since  we  believe  that  the 
best  information  on  the  level  of 
physician  work  and  PE  inputs  already 
would  have  been  available  through  that 
recent  review.  Nonetheless,  we 
evaluated  the  supporting  documentation 
for  each  nominated  code  to  ascertain  . 
whether  the  submitted  information 
demonstrated  that  the  code  is 
potentially  misvalued. 


Table  5— CPT  Codes  Nominated  as  Potentially  Misvalued  in  CY  2012  Final  Rule  Comment  Period:  Proposed 

Action 


! 

! 


CPT  Code 

Short  descriptor 

Last 

reviewed 

For; 

CMS  proposed  action 

Regulations.gov  comment 
search 

33282  . 

Implant  pat-active  ht  record  .... 

CY  2000  . 

Review  and  add  nonfacility  inputs.  Not  consid¬ 
ered  potentially  misvalued. 

CMS-201 1-01 31 -1422. 

33284  . 

Remove  pat-active  ht  record  ... 

CY  2000  . 

! 

Review  and  add  nonfacility  inputs.  Not  consid¬ 
ered  potentially  misvalued. 

CMS-201 1-0131-1422. 

77336  . 

Radiation  physics  consult  . 

CY  2003 
(PE  Only) 

Review  as  a  potentially  misvalued  code . 

CMS-201 1-0131-1617. 

94762  . 

Measure  blood  oxygen  level  ... 

CY  2010 
(PE  Only) 

I _ 

Propose  revisions  in  the  CY  2013  PFS  pro¬ 
posed  rule. 

CMS-201 1-0131-1615; 
CMS-201 1-0131-1412; 
CMS-201 1-0131-1632. 

! 


CPT  codes  33282  (Implantation  of 
patient-activated  cardiac  event  recorder) 
and  33284  (Removal  of  an  implantable,, 
patient-activated  cardiac  event  recorder) 
were  nominated  for  review  as 
potentially  misvalued  codes.  The 
commenter  asserted  that  CPT  codes 
33282  and  33284  are  misvalued  in  the 
nonfacility  setting  because  these  CPT 
codes  currently  are  only  priced  in  the 
facility  setting  even  though  physicians 
perform  these  services  in  the  office 
setting.  The  commenter  requested  that 
we  establish  appropriate  payment  for 
the  services  when  furnished  in  a 
I  physician  office.  Specifically,  they 

I  requested  that  CMS  establish  nonfacility 

I  PE  RVUs  for  these  services.  We  do  not 

i  consider  the  lack  of  pricing  in  a 

I  particular  setting  as  an  indicator  of  a 

j  potentially  misvalued  code.  However, 

i  given  that  these  services  are  now 

:  furnished  in  the  nonfacility  setting,  we 

\  believe  that  CPT  codes  33282  and  33284 

''  should  be  reviewed  to  establish 

I  appropriate  nonfacility  inputs.  We  note, 

i  as  did  the  commenter,  that  the  valuation 

I  of  a  service  under  the  PFS  in  a 

j  particular  setting  does  not  address 

I  whether  those  services  and  the  setting 

j  in  which  they  are  furnished  are 

medically  reasonable  and  necessary  for 
a  patient’s  medical  needs  and  condition. 
We  propose  to  review  CPT  codes  33282 
and  33284  and  request 
recommendations  from  the  AMA  RUC 
and  other  public  commenters  on  the 


appropriate  physician  work  RVUs  (as 
measured  by  time  and  intensity),  and 
facility  and  nonfacility  direct  PE  inputs 
for  these  services. 

Like  CPT  codes  33282  and  33284, 
stakeholders  have  requested  that  we 
establish  appropriate  payment  for  CPT 
code  63650  (Percutaneous  implantation 
of  neurostimulator  electrode  array, 
epidural)  when  furnished  in  an  office 
setting.  This  request  was  not  submitted 
as  a  potentially  misvalued  code 
nomination.  However,  given  that  these 
services  cU'e  now  furnished  in  the 
nonfacility  setting,  we  believe  CPT  code 
63650  should  be  reviewed  to  establish 
appropriate  nonfacility  inputs.  Please 
see  section  II.A.3  (Changes  to  Direct 
Inputs  for  Specific  Services)  for  a 
discussion  of  spinal  code  stimulation 
-trial  procedures  in  the  nonfacility 
setting. 

CPT  code  77336  (Continuing  medical 
physics  consultation,  including 
assessment  of  treatment  parameters, 
quality  assurance  of  dose  delivery,  and 
review  of  patient  treatment 
documentation  in  support  of  the 
radiation  oncologist,  reported  per  week 
of  therapy)  was  nominated  for  review  as 
a  potentially  misvalued  code.  The^ 
commenter  asserted  that  CPT  code 
77336  is  misvalued  because  changes  in 
the  technique  for  rendering  continuing 
medical  physics  consultations  have 
resulted  in  changes  to  the  knowledge 
required,  time,  and  effort  expended,  and 


complexity  of  technology  associated 
with  the  tasks  performed  by  the 
physicist  other  staff.  Additionally  the 
commenter  believes  that  the  direct  PE 
inputs  no  longer  accurately  reflect  the 
resources  used  to  deliver  this  service 
and  may  be  undervalued.  CPT  code 
77336  was  last  reviewed  for  CY  2003. 
After  evaluating  the  detailed  supporting 
information  that  the  commenter 
provided,  we  believe  there  may  have 
been  changes  in  technology  and  other 
PE  inputs  since  we  last  reviewed  the 
service,  and  that  further  review  is 
warranted.  As  such,  we  propose  to 
review  CPT  code  77336  as  potentially 
misvalued  and  request 
recommendations  from  the  AMA  RUC 
and  other  public  commenters  on  the 
direct  PE  inputs  for  this  service,  and 
physician  work  RVUs  and  direct  PE 
inputs  for  the  other  services  within  this 
family  of  CPT  codes. 

CPir  code  94762  (Noninvasive  ear  or 
pulse  oximetry  for  oxygen  saturation:  by 
continuous  overnight  monitoring 
(separate  procedure))  was  nominated  for 
review  as  a  potentially  misvalued  code. 
Commenters  asserted  that  CPT  code 
94762  is  misvalued  because  the  time 
currently  allocated  to  the  various  direct 
PE  iqputs  does  not  accurately  reflect 
current  practice.  Commenters  also 
asserted  that  independent  diagnostic 
testing  facilities  are  not  appropriately 
accounted  for  in  the  current  indirect  PE 
methodology.  In  response  to  these 
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stakeholder  concerns,  we  reviewed  the 
PE  inputs  for  CPT  code  94762,  which 
was  last  reviewed  for  CY  2010.  VVe 
believe  CPT  code  94762  is  misvalued, 
and  we  are  proposing  changes  to  the  PE 
inputs  for  CY  2013.  Following  clinical 
review,  we  believe  that  the  current  time 
allocated  to  clinical  labor  and  supplies 
appropriately  reflects  current  practice. 
However,  we  believe  that  480  minutes 
(8  hours)  of  equipment  time  for  the 
pulse  oximetry  recording  slot  and  pulse- 
oximeter  with  printer  are  more 
appropriate  for  this  overnight 
monitoring  procedure  code.  As  such,  we 
are  proposing  this  refinement  to  the 
direct  PE  inputs  for  CPT  code  94762  for 
CY  2013.  These  proposed  adjustments 
are  reflected  in  the  CY  2013  proposed 
direct  PE  input  database,  available  on 
the  CMS  Web  site  under  the  downloads 
for  the  CY  2013  PFS  proposed  rule  at 
http://www.cms.gov/ 

PhysicianFeeSched/ . 

CPT  code  53445  (Insertion  of 
inflatable  urethral/bladder  neck 
sphincter,  including  placement  of 
pump,  reservoir,  and  cuff)  was 
nominated  for  review  as  a  potentially 
misvalued  code.  CPT  code  53445  was 
identified  through  the  site-of-service 
anomaly  potentially  misvalued  code 
screen  for  CY  2008  and  is  currently 
interim  for  CY  2012  and  open  to  public 
comment.  We  will  consider  the  content 
of  the  jX)tentially  misvalued  code 
nomination  cmd  supporting 
documentation  for  CPT  code  53445  as 
comments  on  the  interim  final  value, 
and  will  address  the  comments  in  the 
CY  2013  PFS  final  rule  with  comment 
period  when  we  address  the  final  value 
of  the  CPT  code. 

For  purposes  of  CY  2013  rulemaking, 
we  do  not  consider  the  other  nominated 
codes,  listed  in  Table  6  to  be  potentially 
misvalued  because  these  codes  were  last 
reviewed  and  valued  for  CY  2012  and 
the  supporting  documentation  did  not 
provide  sufficient  evidence  to 
demonstrate  that  the  codes  should  be 
reviewed  as  potentially  misvalued  for 
CY  2013  or  CY  2014.  The  supporting 
documentation  for  these  services 
generally  mirrored  the  public  comments 
previously  submitted,  to  which  CMS 
has  already  responded. 

Table  6— CPT  Codes  Nominated  as 
Potentially,  Misvalued  in  CY 
2012  Final* Rule  Comment  Pe¬ 
riod:  No  Further  Action  Pro- 


POSED 

CPT 

Code 

Short  descriptor 

28820  . 

Amputation  of  toe. 

28825  . 

1  Partial  amputation  of  toe. 

Table  6— CPT  Codes  Nominated  as 
Potentially  Misvalued  in  CY 
2012  Final  Rule  Comment  Pe¬ 
riod:  No  Further  Action  Pro¬ 
posed — Continued 


CPT 

Code 

Short  descriptor 

35188  . 

Repair  blood  vessel  lesion. 

35612  . 

Artery  bypass  graft. 

35800  . 

Explore  neck  vessels. 

35840  . 

Explore  abdominal  vessels. 

35860  . 

Explore  limb  vessels. 

36819  . 

Av  fuse  uppr  arm  basilic. 

36825  . 

Artery-vein  autograft. 

43283  . 

Lap  esoph  lengthening. 

43327  ....*. 

Esoph  fundoplasty  lap. 

43328  . 

Esoph  fundoplasty  thor. 

43332  . 

Transab  esoph  hiat  hem  rpr. 

43333  . 

Transab  esoph  hiat  hem  rpr. 

43334  . 

Transthor  diaphrag  hem  rpr. 

43335  . 

Transthor  diaphrag  hem  rpr. 

43336  . 

Thorabd  diaphr  hem  repair. 

43337  . 

Thorabd  diaphr  hem  repair. 

43338  . 

Esoph  lengthening. 

47563  . 

Laparo  cholecystectomy/graph. 

49507  . 

Prp  i/hem  init  block  >5  yr. 

49521  . 

Rerepair  ing  hernia  blocked. 

49587  . 

Rpr  umbil  hem  block  >5  yr. 

49652  . 

Lap  vent/abd  hernia  repair. 

49653  . 

Lap  vent/abd  hem  proc  comp. 

49654  . 

Lap  inc  hernia  repair. 

49655  . 

Lap  inc  hem  repair  comp. 

53445*  ... 

Insert  uro/ves  nek  sphincter. 

60220  . 

Partial  removal  of  thyroid. 

60240  . 

Removal  of  thyroid. 

60500  . 

Explore  parathyroid  glands. 

95800  . 

Sip  stdy  unattended. 

*CPT  code  53445  is  currently  interim  and 
open  for  public  comment.  We  are  accepting  as 
public  comment  the  nomination  information 
submitted  and  will  address  these  comments  in 
the  CY  2013  PFS  final  rule  with  comment 
period. 

b.  Potentially  Misvalued  Code  Lists 

As  mentioned  above,  in  the  last 
several  annual  PFS  proposed  rules  we 
have  identified  lists  of  potentially 
misvalued  codes  for  review.  We  believe 
it  is  imperative  that  we  continue  to 
identify  new  lists  of  potentially 
misvalued  codes  for  review  to 
appropriately  identify,  review,  and 
adjust  values  for  potentially  misvalued 
codes  for  CY  2013. 

(1)  Review  of  Harvard-Valued  Services 
With  Medicare  Allowed  Charges  of 
$10,000,000  or  More 

For  many  years,  we  have  been 
reviewing  ‘Harvard-valued’  CPT  codes 
through  the  potentially  misvalued  code 
initiative.  The  RVUs  for  Harvard-valued 
CPT  codes  have  not  been  reviewed  since 
they  were  originally  valued  in  the  early 
1990s  at  the  beginning  of  the  PFS.  While 
the  principles  underlying  the  relative 
value  scale  have  not  changed,  over  time 
the  methodologies  we  use  for  valuing  ,, 
services  on  the  PFS  have  changed. 


potentially  disrupting  the  relativity 
between  the  remaining  Harvard-valued 
codes  and  other  codes  on  the  PFS.  At 
this  time,  nearly  all  CPT  codes  that  were 
Harvard-valued  and  had  Medicare 
utilization  of  over  30,000  allowed 
services  per  year  have  been  reviewed.  • 
Moving  forward,  we  propose  to  review 
Harvard-valued  services  with  Medicare 
allowed  charges  of  $10  million  or 
greater  per  year.  The  CPT  codes  meeting 
these  criteria  have  relatively  low 
Medicare  utilization  (as  we  have 
reviewed  the  services  with  utilization 
over  30,000),  but  account  for  significant 
Medicare  spending  annually  and  have 
never  been  reviewed.  We  recognize  that 
several  of  the  CPT  codes  meeting  these 
criteria  have  already  been  identified  as 
potentially  misvalued  through  other 
screens  and  may  currently  be  scheduled 
for  review  for  CY  2013.  We  also 
recognize  that  other  codes  meeting  these 
criteria  have  been  referred  by  the  AMA 
RUC  to  the  CPT  Editorial  Panel.  In  these 
cases,  we  are  not  proposing  re-review  of 
these  already  identified  services,  but  for 
the  sake  of  completeness,  we  include 
them  as  a  part  of  this  category  of 
potentially  misvalued  services.  We 
recognize  that  the  relatively  low 
Medicare  utilization  for  these  service^^ 
may  make  gathering  information  on  the 
appropriate  physician  work  and  direct 
PE  inputs  difficult.  We  request 
recommendations  from  the  AMA  RUC 
and  ''ther  public  commenters,  and 
appreciate  efforts  expended  to  provide 
RVU  and  input  recommendations  to 
CMS  for  these  lower  volume  services. 
Because  survey  sample  sizes  could  be 
small  for  these  lower  volume  services, 
we  encourage  the  use  of  valid  and 
reliable  alternative  data  sources  and 
methodologies  when  developing 
recommended  values.  In  sum,  we 
propose  to  review  Harvard-valued  CPT 
codes  with  annual  allowed  charges  of 
$10  million  or  more  as  a  part  of  the 
potentially  misvalued  codes  initiative. 
Table  7  lists  the  codes  that  meet  these 
criteria  using  CY  2011  Medicare  claims 
-  data. 


Table  7— Harvard-Valued  CPT 
Codes  With  Annual  Allowed 
Charges  >$10,000,000 


CPT 

Code 

Short  descriptor 

13152.*  ... 

Repair  of  wound  or  lesion. 

27446  . 

Revision  of  knee  joint. 

29823  . 

Shoulder  arthroscopy/surgery. 

36215**  .. 

Place  catheter  in  artery. 

36245**  .. 

Ins  cath  abd/l-ext  art  1st. 

43264**  .. 

Endo  cholangiopancreatograph. 

50360  . 

Transplantation  of  kidney. 

52353*  ... 

Cystouretero  w/lithotripsy. 

64450*  ... 

N  block  other  peripheral. 
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Table  7— Harvard-Valued  CPT 
Codes  With  Annual  Allowed 
Charges  >$10,000,000— Contin¬ 
ued 


CPT 

Code 

Short  descriptor 

64590  . 

Insrt/redo  pn/gastr  stimul. 

66180  . 

Implant  eye  shunt. 

67036  . 

Removal  of  inner  eye  fluid. 

67917  . 

Repair  eyelid  defect. 

92286**  .. 

Internal  eye  photography. 

92982*  ... 

Coronary  artery  dilation. 

95860*  ... 

Muscle  test  one  limb. 

•Scheduled  for  CY  2012  AMA  RUC  Review. 
**  Referred  by  the  AMA  RUC  to  the  CPT 
Editorial  Panel. 


(2)*Review  of  Services  With  Stand 
Alone  PE  Procedure  Time 

Improving  the  accuracy  of  procedure 
time  assumptions  used  in  PFS 
ratesetting  continues  to  be  a  high 
priority  of  the  potentially  misvalued 
codes  initiative.  Procedure  time  is  a 
critical  measure  of  the  resources 
typically  used  in  furnishing  particular 
services  to  Medicare  beneficiaries,  and 
procedure  time  assumptions  are  an 
important  component  in  the 
development  of  work  and  PE  RVUs. 
Discussions  in  the  academic  community 
have  indicated  that  procedure  times 
used  for  PFS  ratesetting  are  overstated 
(McCall,  N.,  J.  Cromwell,  et  al.  (2006). 
“Validation  of  physician  survey 
estimates  of  surgical  time  using 
operating  room  logs.”  Med  Care  Res  Rev 
63(6):  764-777.  Cromwell,  J.,  S.  Hoover, 
et  al.  (2006).  “Validating  CPT  typical 
times  for  Medicare  office  evaluation  and 
management  (E/M)  services.”  Med  Care 
Res  Rev  63(2):  236-255.  Cromwell,  J.,  N. 
McCall,  et  al.  (2010).  “Missing 
productivity  gains  in  the  Medicare 
physician  fee  schedule:  where  are 
they?”  Med  Care  Res  flev67(6):  236- 
255.)  MedPAC  and  others  have 
emphasized  the  importance  of  using  the 
best  available  procedure  time 
information  in  establishing  accurate  PFS 
payment  rates.  (MedPAC,  Report  to  the 
Congress:  Aligning  Incentives  in 
Medicare,  June  2010,  p.  230) 

In  recent  years,  CMS  and  the  AMA 
RUC  have  taken  steps  to  consider  the 
accuracy  of  available  data  regarding 
procedure  times  used  in  the  valuation  of 
the  physician  work  component  of  PFS 
payment.  Generally,  the  AMA  RUC 
derives  estimates  of  physician  work 
time  from  survey  responses,  and  the 
AMA  RUC  reviews  and  analyzes  those 
responses  as  part  of  its  process  for 
developing  a  recommendation  for 
physician  work.  These  procedure  time 
assunjptions  are  also  used  in 
determining  the  appropriate  direct  PE  • 


input  values  used  in  developing 
nonfacility  PE  RVUs.  Specifically, 
physician  intra-service  time  serves  as 
the  basis  for  allocating  the  appropriate 
number  of  minutes  within  the  service 
period  to  account  for  the  time  used  in 
furnishing  the  service  to  the  patient. 

The  number  of  intra-service  minutes,  or 
occasionally  a  particular  proportion 
thereof,  is  allocated  to  both  the  clinical 
staff  that  assists  the  physician  in 
furnishing  the  service  and  to  the 
equipment  used  by  either  the  physician 
or  the  staff  in  furnishing  the  service. 

This  allocation  reflects  only  the  time  the 
beneficiary  receives  treatment  and  does 
not  include  resources  used  immediately 
prior  to  or  following  the  service. 
Additional  minutes  are  often  allocated 
to  both  clinical  labor  and  equipment 
resources  in  order  to  account  for  the 
time  used  for  necessary  preparatory 
tasks  immediately  preceding  the 
procedure  or  tasks  typically  performed 
immediately  following  it.  For  codes 
without  physician  work,  the  procedure 
times  assigned  to  the  direct  PE  inputs 
for  such  codes  assume  that  the  clinical 
labor  performs  the  procedure.  For  these 
codes,  the  number  of  intra-service 
minutes  assigned  to  clinical  staff  is 
independent  and  not  based  on  any 
physician  intra-service  time 
assumptions.  Consequently,  the 
procedure  time  assumptions  for  these 
kinds  of  services  have  not  been  subject 
to  all  of  the  same  mechanisms  recently 
used  by  the  AMA  RUC  and  physician 
community  in  providing 
recommendations  to  CMS,  and  by  CMS 
in  the  valuation  of  the  physician  work 
component  of  PFS  payment.  These 
independent  clinical  labor  time 
assumptions  largely  determine  the 
RVUs  for  the  procedure.  To  ensure  that 
procedure  time  assumptions  are  as 
accurate  as  possible  across  the  Medicare 
PFS,  we  believe  that  codes  without 
physician  work  should  be  examined 
with  the  same  degree  of  scrutiny  as 
services  with  physician  work. 

For  CY  2012,  a  series  of  radiation 
treatment  services  were  reviewed  as  part 
of  the  potentially  misvalued  code 
initiative.  Among  these  were  intensity 
modulated  radiation  therapy  (IMRT) 
delivery  services  and  stereotactic  body 
radiation  therapy  (SBRT)  delivery 
services  reported  with  CPT  codes  77418 
(Intensity  modulated  treatment  delivery, 
single  or  multiple  fields/arcs,  via 
narrow  spatially  and  temporally 
modulated  beams,  binary,  dynamic 
MLC,  per  treatment  session)  and  77373 
(Stereotactic  body  radiation  therapy, 
treatment  delivery,  per  fraction  to  1  or 
more  lesions,  including  image  guidance, 
entire  course  not  to  exceed  5  fractions). 


respectively.  CPT  code  77418  (IMRT 
treatment  delivery)  had  been  identified 
as  potentially  misvalued  based  on 
Medicare  utilization  data  that  indicated 
both  fast  growth  in  utilization  and 
frequent  billing  with  other  codes.  We 
identified  this  code  as  potentially 
misvalued  in  the  CY  2009  PFS  proposed 
rule  (73  FR  38586).  CPT  code  77373 
(SBRT  treatmept  delivery)  had  been 
identified  as  potentially  misvalued  by 
the  RUC  as  a  recently  established  code 
describing  services  that  use  new 
technologies.  There  is  no  physician 
work  associated  with  either  of  these 
codes  since  other  codes  are  used  to  bill 
for  planning,  dosimetry,  and  radiation 
guidance.  Both  codes  are  billed  per 
treatment  session.  Because  the 
physician  work  associated  with  these 
treatments  is  reported  using  codes 
distinct  from  the  treatment  delivery,  the 
primary  determinant  of  PE  RVUs  for 
these  codes  is  the  number  of  minutes 
allocated  for  the  procedure  time  to  both 
the  clinical  labor  (radiation  therapist) 
and  the  resource-intensive  capital 
equipment  included  as  direct  PE  inputs. 

In  the  CY  2012  PFS  final  rule  with 
comment  period,  we  received  and 
accepted  without  refinement  PE 
recommendations  from  the  AMA  RUC 
for  these  two  codes.  (We  received  the 
recommendation  for  CPT  code  77418 
(IMRT  treatment  delivery)  too  late  in 
2010  to  be  evaluated  for  CY  2011  and 
it  was  therefore  included  in  the  CY  2012 
rulemaking  cycle.)  The  AMA  RUC 
recommended  minor  revisions  to  the 
direct  PE  inputs  for  the  code  to 
eliminate  duplicative  clinical  labor, 
supplies,  and  equipment  to  account  for 
the  frequency  with  which  the  code  was 
billed  with  other  codes.  For  CPT  code 
77373  (SBRT  treatment  delivery),  the 
RUC  recommended  no  significant 
changes  to  the  direct  PE  inputs. 

Subsequent  to  the  publication  of  the 
final  rule,  the  AMA  RUC  and  other 
stakeholders  informed  CMS  that  the 
direct  PE  input  recommendation 
forwarded  to  CMS  for  IMRT  treatment 
delivery  (CPT  code  77418)  inadvertently 
omitted  seven  equipment  items 
typically  used  in  furnishing  the  service. 
These  items  had  been  used  as  direct  PE 
inputs  for  the  code  prior  to  CY  2012. 
There  is  broad  agreement  among 
stakeholders  that  these  seven  equipment 
items  are  typically  used  in  furnishing 
the  services  described  by  CPT  code 
77418.  We  were  unable  to  reincorporate 
the  items  for  CY  2012.  These  omitted 
items  are  listed  in  Table  8.  In 
consideration  of  the  comments  from  the 
AMA  RUC  and  other  stakeholders,  we 
are  proposing  to  include  the  seven 
equipment  items  omitted  from  the  RUC 
recommendation  for  CPT  code  77418. 
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These  proposed  adjustments  are  also 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 


CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/.  We 
note  that  the  proposed  PE  RVUs 
included  in  Addendum  B  to  this 


proposed  rule  reflect  the  RVUs  that 
result  from  application  of  these 
proposals. , 


Table  8— Equipment  Inputs  Omitted  From  RUC  Recommendation  for  CRT  Code  77418 


,  [IMRT  Treatment  Delivery] 

Equipment  code 

Equipment  description 

ED011  . . . ' . 

ED035 . 

ED036 . 

EQ139  . 

ER006 . 

ER038  . 

ER040  . 

computer  system,  record  and  verify, 
video  camera. 

video  printer,  color  (Sony  medical  grade), 
intercom  (ind.  master,  pt  substation,  power,  wiring). 

IMRT  physics  tools. 

isocentric  beam  alignment  device. 

laser,  diode,  for  patient  positioning  (Probe). 

I 


It  has  come  to  our  attention  that  there 
are  wide  discrepancies  between  the 
procedure  time  assumptions  used  in 
establishing  nonfacility  PE  RVUs  for 
these  services  and  the  procedure  times 
made  widely  available  to  Medicare 
beneficiaries  and  the  general  public. 
Specifically,  the  direct  PE  inputs  for 
IMRT  treatment  delivery  (CPT  code 
77418)  reflect  a  procedure  time 
assumption  of  60  minutes.  These 
procedure  minutes  were  first  assigned  to 
the  code  for  CY  2002  based  on  a 
recommendation  fi-om  the  AMA  RUC 
indicating  that  the  typical  treatment 
time  for  the  IMRT  patient  was  40  to  70 
minutes.  The  most  recent  RUC 
recommendation  that  CMS  received  for 
CY  2012  rulemaking  supported  the 
procediue  time  assumption  of  60 
minutes. 

Information  publicly  available  to 
Medicare  beneficiaries  and  the  general 
public  clearly  indicates  that  IMRT 
sessions  typically  last  between  10  and 
30  minutes.  For  example,  the  American 
Society  for  Radiation  Oncology 
(ASTRO)  publishes  a  patient  fact  sheet 
that  explains  that  for  all  external  beam 
radiation  therapy,  including  IMRT, 
“treatment  is  delivered  in  a  series  of 
daily  sessions,  each  about  15  minutes 
long.”  (“Radiation  Therapy  for  Prostate 
Cancer:  Facts  to  Help  Patients  Make  an 
Informed  Decision”  available  for 
purchase  at  www.astro.org/MyASTRO/ 
Products/Product.aspx?AstroID=6901.] 
This  fact  sheet  is  intended  for  patients 
with  prostate  cancer,  the  typical, 
diagnosis  for  Medicare  beneficiaries 
receiving  IMRT.  Similarly,  the 
American  College  of  Radiology  (ACR) 
and  the  Radiological  Society  of  North 
America  (RSNA)  co-sponsor  a  Web  site 
for  patients  called  http:// 
radioIogyinfo.org  that  states  that  IMRT 
“treatment  sessions  usually  take 
between  10  and  30  minutes.” 

The  direct  PE  inputs  for  SBRT 
treatment  delivery  (CPT  code  77373) 


reflect  a  procedure  time  assumption  of 
90  minutes.  These  procedure  minutes 
were  first  assigned  to  the  code  for  CY 
2007  based  on  a  recommendation  from 
the  AMA  RUC.  The  most  recent  RUC 
recommendation  that  CMS  received  for 
CY  2012  rulemaking  supported 
continuing  that  procedure  time 
assumption. 

In  2012,  information  publicly 
available  to  Medicare  beneficiaries  and 
the  general  public  states  that  SBRT 
treatment  typically  lasts  no  longer  than 
60  minutes.  For  example,  the  American 
College  of  Radiology  (ACR)  and  the 
Radiological  Society  of  North  America 
(RSNA)  Web  site,  http:// 
radioIogyinfo.org,  states  that  SBRT 
“treatment  can  take  up  to  one  hour.” 

Given  the  importance  of  the 
procedure  time  assumption  in  the 
development  of  RVUs  for  these  services, 
using  the  best  available  information  is 
critical  to  ensuring  that  these  services 
are  valued  appropriately.  We  have  no 
reason  to  believe  that  information 
medical  societies  and  practitioners  offer 
to  their  cancer  patients  regarding  the 
IMRT  or  SBRT  treatment  experience  is 
inaccmate  or  atypical.  Therefore,  we 
believe  that  the  typical  procedure  time 
for  IMRT  delivery  is  between  10  and  30 
minutes  and  that  the  typical  procedure 
time  for  SBRT  delivery  is  under  60 
minutes.  The  services  are  currently 
valued  using  procedure  time  ' 
assumptions  of  60  and  90  minutes, 
respectively.  We  believe  these 
procedure  time  assumptions,  distinct 
from  necessary  preparatory  or  follow-up 
tasks  by  the  clinical  labor,  are  clearly 
outdated  and  need  to  be  updated  using 
the  best  information  available. 

While  we  generally  have  not  used 
publicly  available  resources  to  establish 
procedure  time  assumptions,  we  believe 
that  the  procedure  time  assumptions 
used  in  setting  payment  rates^for  the 
Medicare  PFS  should  be  derived  from 
the  most  accurate  information  available. 


In  the  case  of  these  services,  we  believe 
that  the  need  to  reconcile  the  vast 
discrepancies  between  our  existing 
assumptions  and  more  accurate 
information  outweighs  the  potential 
value  in  maintaining  relativity  offered 
by  only  considering  data  from  one 
source.  We  are  proposing  to  adjust  the 
procedure  time  assumption  for  IMRT 
delivery  (CPT  code  77418)  to  30 
minutes.  We  are  proposing  to  adjust  the 
procedure  time  assumption  for  SBRT 
delivery  (CPT  code  77373)  to  60 
minutes.  These  procedure  time 
assumptions  reflect  the  maximum 
number  of  minutes  reported  as  typical 
in  publicly  available  information.  We 
note  that  in  the  case  of  CPT  code  77418, 
the  ‘accelerator,  6-18  MV’  (EROlO)  and 
the  ‘collimator,  multileaf  system  w- 
autocrane’  (ER017)  are  used  throughout 
the  procedure  and  currently  have  no 
minutes  allocated  for  preparing  the 
equipment,  positioning  the  patient,  or 
cleaning  the  room.  Since  these  clinical 
labor  tasks  are  associated  with  related 
codes  typically  reported  at  the  same 
time,  we  are  also  proposing  to  allocate 
minutes  to  these  equipment  items  to 
account  for  their  use  immediately  before 
and  following  the  procedure.  All  of 
these  proposed  adjustments  are 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/ .  We 
also  note  that  the  proposed  PE  RVUs 
included  in  Addendum  B  to  this 
proposed  rule  reflect  the  RVUs  that 
result  from  the  application  of  this 
proposal.  We  request  recommendations 
from  the  AMA  RUC  and  other  public 
commenters  on  the  direct  PE  inputs  for 
these  services. 

While  we  recognize  that  using  these 
procedure  time  assumptions  will  result 
in  payment  reductions  for  these 
particular  services,  we  believe  such 
changes  are  necessary  to  appropriately 
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value  these  services.  Recent  attention 
from  popular  media  sources  like  the 
Wall  Street  Journal  {onIine.wsj.com/ 
articIe/SBlOOOl  4240527487 
03904804575631222900534954.html 
December  7,  2010)  and  the  Washington 
Post  {www.washingtonpost.com/wp- 
dyn/content/articIe/201 1/02/28/ 
AR2011022805378.html)  February  28, 
2011  has  encouraged  us  to  consider  the 
possibility  that  potential  overuse  of 
IMRT  services  may  be  partially 
attributable  to  financial  incentives 
resulting  from  inappropriate  payment 
rates.  In  its  2010  Report  to  Congress, 
MedPAC  referenced  concerns  that 
financial  incentives  may  influence  how 
cancer  patients  are  treated.  In  the 
context  of  the  growth  of  ancillary 
services  in  physicians’  offices,  MedPAC 
recommended  that  improving  payment 
accuracy  for  discrete  services  should  be 
a  primary  tool  used  by  CMS  to  mitigate 
incentives  to  increase  volume  (Report  to 
Congress:  Aligning  Incentives  in 
Medicare,  June  2010,  p.  225).  We  note 
that  in  recent  years,  PFS  nonfacility 
payment  rates  for  IMRT  treatment 
delivery  have  exceeded  the  Medicare 
payment  rate  for  the  same  service  paid 
through  the  hospital  Outpatient 
Prospective  Payment  System  (OPPS). 

We  believe  that  such  high-volume 
services  that  are  widely  furnished  in 
both  nonfacility  and  facility  settings  are 
highly  unlikely  to  be  more  resource¬ 
intensive  in  freestanding  radiation 
therapy  centers  or  physicians’  offices 
than  when  furnished  in  facilities  like 
hospitals  that  generally  incur  higher 
overhead  costs,  maintain  a  24  hour,  7 
day  per  week  capacity,  are  generally 
paid  in  larger  bundles,  and  generally 
furnish  services  to  higher  acuity 
patients  than  the  patients  who  receive 
services  in  physician  offices  or  free¬ 
standing  clinics.  Given  that  the  OPPS 
payment  rates  are  based  on  auditable 
data  on  hospital  costs,  we  believe  the 
seemingly  counterintuitive  relationship 
between  the  OPPS  and  nonfacility  PFS 
payment  rates  reflects  inappropriate 
assumptions  within  the  current  direct 
PE  inputs  for  CPT  code  77418.  The 
AMA  RUC’s  most  recent  direct  PE  input 
recommendations  reflect  the  same 
procedure  time  assumptions  used  in 
developing  the  recommendations  for  CY 
2002.  As  we  explained  above,  we  do  not 
understand  how  the  AMA  RUG  can 
recommend  these  assumptions  in  the 
context  of  the  procedure  time 
information  available  to  the  general 
public.  We  believe  that  using  procedure 
time  assumptions  that  reflect  the 
maximum  times  reported  as  typical  to 
Medicare  beneficiaries  will  improve  the 


accuracy  of  those  inputs  and  the 
resulting  nonfacility  payment  rates. 

These  two  treatment  delivery  codes 
are  PE  only  codes  and  are  fairly  unique 
in  that  the  resulting  RVUs  are  largely 
comprised  of  resources  for  staff  and 
equipment  based  on  the  minutes 
associated  with  clinical  labor.  There  are 
several  other  codes  on  the  PFS 
established  through  the  same 
methodology.  As  we  previously  stated, 
we  believe  that  the  procedure  time 
assumptions  for  these  kinds  of  services 
have  not  been  subject  to  all  of  the  same 
mechanisms  recently  used  by  GMS  in 
the  valuation  of  the  physician  work 
component  of  PFS  payment.  In  light  of 
observations  about  publicly  available 
procedure  times  for  GPT  codes  77418 
(IMRT  treatment  delivery)  and  77373 
(SBRT  treatment  delivery)  and  public 
awareness  of  potential  adverse  financial 
incentives  associated  with  IMRT 
treatment  delivery  in  particular,  we 
believe  that  similar  codes  are  potentially 
misvalued. 

Therefore,  consistent  with  the 
requirement  in  section  1848(c)(2)(K)(ii) 
of  the  Act  to  examine  other  codes 
determined  to  be  appropriate  by  the 
Secretary,  we  are  proposing  to  review 
and  make  adjustments  to  GPT  codes 
with  stand  alone  procedure  time 
assumptions  used  in  developing 
nonfacility  PE  RVUs.  These  procedure 
time  assumptions  are  not  based  on 
physician  time  assumptions.  We  are 
prioritizing  for  review  GPT  codes  that 
have  annual  Medicare  allowed  charges 
of  $100,000  or  more,  include  direct 
equipment  inputs  that  amount  to  $100 
or  more,  and  have  PE  procedure  times 
of  greater  than  5  minutes.  At  this  time, 
we  are  not  including  in  this  category 
services  with  payment  rates  subject  to 
the  OPPS  cap  (as  specified  in  the  statute 
under  section  1848(b)(4)  of  the  Act  and 
listed  in  Addendum  G  to  this  proposed 
rule)  or  services  with  PE  minutes 
established  through  code  descriptors. 
(For  example,  an  overnight  monitoring 
code  might  contain  480  minutes  of 
monitoring  equipment  time  to  account 
for  8  hours  gf  overnight  monitoring.) 

The  GPT  codes  meeting  these  criteria 
appear  in  Table  9.  We  recognize  that 
there  are  other  GPT  codes  thal;  are 
valued  in  the  same  manner.  We  may 
consider  evaluating  those  services  as  • 
potentially  misvalued  codes  in  future 
rulemaking. 

For  the  services  in  Table  9,  we  request 
recommendations  from  the  AMA  RUG 
and  other  public  commenters  on  the 
appropriate  direct  PE  inputs  for  these 
services.  We  encourage  the  use  of  valid 
and  reliable  alternative  data  sources 
when  developing  recommended  values, 
including  electronic  medical  records 


and  other  independent  data  sources.  We 
note  that  many  of  the  CPT  codes  in 
Table  9  have  been  identified  through 
other  potentially  misvalued  code 
screens  and  have  been  recently 
reviewed.  Given  our  observed  concerns 
with  the  inputs  for  the  recently 
reviewed  IMRT  and  SBRT  direct  PE 
inputs  discussed  above,  we  believe  it  is 
necessary  to  re-review  other  recently 
reviewed  services  with  stand  alone  PE 
procedure  time. 


Table  9— Services  With  Stand 
Alone  PE  Procedure  Time 


CPT 

Code 

Short  descriptor 

77280  . 

Set  radiation  therapy  field. 

77285  . 

Set  radiation  therapy  field. 

77290  . 

Set  radiation  therapy  field. 

77301  . 

Radiotherapy  dose  plan  imrt. 

77338  . 

Design  mic  device  for  imrt. 

77372  . 

Srs  linear  based. 

77373  . 

Sbrt  delivery. 

77402  . 

Radiation  treatment  delivery. 

77403  . 

Radiation  treatment  delivery. 

77404  . 

Radiation  treatment  delivery. 

77406  . 

Radiation  treatment  delivery. 

77407  . 

Radiation  treatment  delivery. 

77408  . 

Radiation  treatment  delivery. 

77409  . 

Radiation  treatment  delivery. 

77412  . 

Radiation  treatment  delivery. 

77413  . 

Radiation  treatment  delivery. 

77414  . 

Radiation  treatment  delivery. 

77416  . 

Radiation  treatment  delivery. 

77418  . 

Radiation  tx  delivery  imrt. 

77600  . 

Hyperthermia  treatment. 

77785  . 

Hdr  brachytx  1  channel. 

77786  . 

Hdr  brachytx  2-12  channel. 

77787  . 

Hdr  brachytx  over  12  chan; 

88348  . 

Electron  microscopy. 

c.  Services  With  Anomalous  Time 

Each  year  when  we  publish  the  PFS 
proposed  and  final  rules,  we  publish  on 
the  CMS  Web  site  several  files  that 
support  annual  PFS  rate-setting.  One  of 
these  supporting  files  is  the  physician 
time  file,  which  lists  the  physician  time 
associated  with  the  HCPCS  codes  on  the 
PFS.  The  physician  time  file  associated 
with  this  PFS  proposed  rule  is  available 
on  the  CMS  Web  site  under  the 
downloads  for  the  CY  2013  PFS 
proposed  rule  at  http://i\'ww.cms.gov/ 
PhysicianFeeSched/. 

In  our  review  of  potentially  misvalued 
codes  and  their  inputs,  we  became 
aware  of  several  HCPCS  codes  that  have 
anomalous  times  in  our  physician  time 
file.  Physician  work  is  a  measure  of 
physician  time  and  intensity,  so  there 
should  be  no  services  that  have  payable 
physician  work  RVUs  but  no  physician 
time  in  the  time  file,  and  there  should 
be  no  payable  services  with  physician 
time  in  the  time  file  and  no  physician 
work  RVUs.  For  CY  2013  we  are 
proposing  to  make  the  physician  time 
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file  changes  detailed  below  to  address 
these  anomalous  time  file  entries. 

(1)  Review  of  Services  With  Physician 
Work  and  No  Listed  Physician  Time 

CPT  code  94014  (Patient-initiated 
spirometric  recording  per  30-day  period 
of  time;  includes  reinforced  education, 
transmission  of  spirometric  tracing,  data 
capture,  analysis  of  transmitted  data, 
periodic  recalibration  and  physician 
review  and  interpretation)  has  a 
physician  work  RVU  of  0.52  and  is 
currently  listed  with  0  physician  time. 
CPT  code  94014  is  a  global  service  that 
includes  CPT  code  94015  (Patient- 
initiated  spirometric  recording  per  30- 
day  period  of  time;  recording  (includes 
hook-up,  reinforced  education,  data 
transmission,  data  capture,  trend 
analysis,  and  periodic  recalibration)) 

(the  technical  component),  and  CPT 
code  94016  (Patient-initiated 
spirometric  recording  per  30-day  period 
of  time;  physician  review  and 
interpretation  only)  (the  professional 
component).  We  believe  it  is 
appropriate  for  the  physician  time  of 
CI^  code  94014  to  match  the  physician 
time  of  the  code’s  component 
professional  service — CPT  code  94016. 
As  such,  for  CPT  code  94014  for  CY 
2013,  we  are  proposing  to  assign  2 
minutes  of  pre-service  evaluation  time, 
and  20  minutes  of  intra-service  time, 
which  matches  the  times  associated 
with  CPT  code  94016.  These  proposed 
adjustments  are  reflected  in  the 
physician  time  file  associated  with  this 
proposed  rule,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/. 

HCPCS  codes  G0117  (Glaucoma 
screening  for  high  risk  patients 
furnished  by  an  optometrist  or 
ophthalmologist)  and  G0118  (Glaucoma 
screening  for  high  risk  patient  furnished 
under  the  direct  supervision  of  an 
optometrist  or  ophthalmologist)  both 
have  physician  work  RVUs  (0.45,  and 
0.17,  respectively),  but  neither  code  is 
included  in  the  physician  time  file. 
HCPCS  codes  G0117  and  G0118  have  a 
PFS  procedure  status  indicator  of  T 
indicating  that  these  services  are  only 
paid  if  there  are  no  other  services 
payable  under  the  PFS  billed  on  the 
same  date  by  the  same  provider. 

In  the  CY  2002  PFS  final  rule  (66  FR 
55274),  we  crosswalked  the  physician 
work  of  HCPCS  code  G0117  fi-om  CPT 
code  99212  (Level  2  office  or  other 
outpatient  visit,  established  patient), 
and  we  crosswalked  the  physician  work 
of  HCPCS  code  G0118  fi'om  CPT  code 
99211  (Level  1  office  or  other  outpatient 
visit,  established  patient).  Based  on 
these  finalized  physician  work 


crosswalks,  we  propose  to  assign  - 
HCPCS  code  G0117  physician  times 
matching  CPT  code  99212,  and  HCPCS 
code  G0118  physician  times  matching 
CPT  code  99211.  Specifically,  we  are 
proposing  2  minutes  of  pre-service  time, 
10  minutes  of  intra-service  time,  and  4 
minutes  of  immediate  post-service  time 
for  HCPCS  code  G0117,  and  5  minutes 
of  intra-service  time,  and  2  minutes  of 
immediate  post-service  time  for  HCPCS 
code  G0118.  Thege  proposed 
adjustments  are  reflected  in  the 
physician  time  file  associated  with  this 
proposed  rule,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/. 

HCPCS  code  G0128  (Direct  (face-to- 
face  with  patient)  skilled  nursing 
services  of  a  registered  nurse  provided 
in  a  comprehensive  outpatient 
rehabilitation  facility,  each  10  minutes 
beyond  the  first  5  minutes)  currently 
has  a  physician  work  RVU  (0.08),  but  is 
not  listed  in  the  physician  time  file. 

After  review  of  this  HCPCS  code,  we  do 
not  believe  that  HCPCS  code  G0128 
describes  a  service  that  includes 
physician  work.  Time  for  a  registered 
nurse  to  furnish  the  service  is  included 
in  the  PE  for  the  code.  As  such,  for  CY 
2013,  we  propose  to  remove  the 
physician  work  RVU  for  HCPCS  code 
G0128.  HCPCS  code  G0128  will 
continue  to  have  PE  and  malpractice 
expense  RVUs. 

HCPCS  codes  G0245  (Initial  physician 
evaluation  and  management  of  a 
diabetic  patient  with  diabetic  sensory 
neuropathy  resulting  in  a  loss  of 
protective  sensation  (LOPS)  which  must 
include:  (1)  The  diagnosis  of  LOPS; 

(2)  a  patient  history;  (3)  a  physical 
examination  that  consists  of  at  least  the 
following  elements:  (a)  Visual 
inspection  of  the  forefoot,  hindfoot  and 
toe  web  spaces;  (b)  evaluation  of  a 
protective  sensation;  (c)  evaluation  of 
foot  structure  and  biomechanics;  (d) 
evaluation  of  vascular  status  and  skin 
integrity;  and  (e)  evaluation  and 
recommendation  of" footwear;  and  (4) 
patient  education),  G0246  (Follow-up 
physician  evaluation  and  management 
of  a  diabetic  patient  with  diabetic 
sensory  neuropathy  resulting  in  a  loss  of 
protective  sensation  (LOPS)  to  include 
at  least  the  following:  (1)  A  patient 
history;  (2)  a  physical  examination  that 
includes:  (a)  Visual  inspection  of  the 
forefoot,  hindfoot  and  toe  web  spaces; 

(b)  evaluation  of  protective  sensation; 

(c)  evaluation  of  foot  structure  and 
biomechanics;  (d)  evaluation  of  vascular 
status  and  skin  integrity;  and  (e) 
evaluation  and  recommendation  of 
footwear;  and  (3)  patient  education), 
and  G0247  (Routine  foot  care  by  a 


physician  of  a  diabetic  patient  with 
diabetic  sensory  neuropathy  resulting  in 
a  loss  of  protective  sensation  (LOPS)  to 
include,  the  local  care  of  superficial 
wounds  (that  is,  superficial  to  muscle 
and  fascia)  and  at  least  the  following  if 
present;  (1)  Local  care  of  superficial 
wounds;  (2)  debridement  of  corns  and 
calluses;  and  (3)  trimming  and 
debridement  of  nails)  have  physician 
work  RVUs  of  0.88,  0.45,  and  0.50, 
respectively,  but  are  not  listed  in  the 
physician  time  file.  HCPCS  codes 
G0245,  G0246,  and  G0247  have  a 
procedure  status  indicator  of  R  on  the 
PFS  indicating  that  coverage  of  these 
services  is  restricted. 

In  the  CY  2003  PFS  final  rule  (67  FR 
79990),  we  crosswalked  the  physician 
work  of  HCPCS  code  G0245  from  CPT 
code  99202  (Level  2  office  or  other 
outpatient  visits,  new  patient),  we 
crosswalked  the  physician  work  of 
HCPCS  code  G0246  from  CPT  code 
99212,  and  we  crosswalked  the 
physician  work  of  HCPCS  code  G0257 
from  CPT  code  11040  (Debridement; 
skin;  partial  thickness).  Based  on  these 
finalized  physician  work  crosswalks,  we 
propose  to  assign  HCPCS  code  G0245 
physician  times  matching  CPT  code 
99202,  HCPCS  code  G0246  physician 
times  matching  CPT  code  99212,  and 
HCPCS  code  G0247  physician  times 
matching  CPT  code  11040.  Specifically, 
for  HCPCS  code  G0245  we  are 
proposing  2  minutes  of  pre-service  time, 
15  minutes  of  intra-service  time,  and  5 
minutes  of  immediate  post-service  time. 
For  HCPCS  code  G0246  we  are 
proposing  2  minutes  of  pre-service  time, 
10  minutes  of  intra-service  time,  and  4 
minutes  of  immediate  post-service  time. 
For  HCPCS  code  G0247  we  are 
proposing  7  minutes  of  pre-service  time, 
10  minutes  of  intra-service  time,  and  7 
minutes  of  immediate  post-service  time. 
These  proposed  adjustments  me 
reflected  in  the  physician  time  file 
associated  with  this  proposed  rule, 
available  on  the  CMS  Web  site  under 
the  downloads  for  the  CY  2013  PFS 
proposed  rule  at  http://www.cms.gov/ 
PhysicianFeeSched/. 

HCPCS  code  G0250  (Physician 
review,  interpretation,  and  patient 
management  of  home  INR  (International 
Normalized  Ratio)  testing  for  patient 
with  either  mechanical  heart  valve(s), 
chronic  atrial  fibrillation,  or  venous 
thromboembolism  who  meets  Medicare 
coverage  criteria;  testing  not  occurring 
more  firequently  than  once  a  week; 
billing  units  of  service  include  4  tests) 
has  a  physician  work  RVU  of  0.18  but 
is  not  listed  in  the  physician  time  file. 
HCPCS  code  G0250  has  a  procedure 
status  indicator  of  R  on  the  PFS 
indicating  that  coverage  of  this  service 
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is  restricted.  In  the  CY  2003  final  rule 
(67  FR  79991),  we  assigned  HCPCS  code 
G0250  a  work  RVU  of  0.18,  which 
corresponds  to  the  work  RVU  of  CPT 
code  99211.  While  we  did  not  articulate 
this  as  a  direct  crosswalk  in  the  CY  2003 
final  rule,  after  clinical  review  we 
believe  that  HCPCS  code  C0250 
continues  to  require  similar  work  as 
CPT  code  99211,  and  should  have  the 
same  amount  of  physician  time  as  CPT 
code  99211.  As  such,  we  are  proposing 
to  assign  HCPCS  code  C0250  the  same 
physician  time  as  CPT  code  99211. 
Specifically,  for  HCPCS  code  C0250  we 
are  proposing  5  minutes  of  intra-service 
time  and  2  minutes  of  immediate  post¬ 
service  time.  These  proposed 
adjustments  are  reflected  in  the 
physician  time  file  associated  with  this 
proposed  rule,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/. 

During  our  annual  review  of  new, 
revised,  and  potentially  misvalued  CPT 
codes,  the  assessment  of  physician  time 
used  to  furnish  a  service  is  an  important 
part  of  the  clinical  review  when 
determining  the  appropriate  work  RVU 


for  a  service.  However,  the  time  in  the 
physician  time  file  is  not  used  to 
automatically  adjust  the  physician  work 
RVUs  outside  of  that  clinical  review 
process.  As  such,  the  proposed  addition 
of  physician  time  to  the  HCPCS  codes 
discussed  above  will  have  no  impact  on 
the  current  physician  work  RVUs  for 
these  services. 

The  time  data  in  the  physician  time 
file  is  used  in  the  PE  methodology 
described  in  section  II.A.2.  In  creating 
the  indirect  practice  cost  index  (IPCI), 
we  calculate  specialty-specific  aggregate 
pools  of  indirect  PE  for  all  PFS  services 
for  that  specialty  by  adding  the  product 
of  the  indirect  PE/HR  for  the  specialty, 
the  physician  time  for  the  service,  and 
the  specialty’s  utilization  for  the  service 
across  all  services  furnished  by  the 
specialty.  The  proposed  addition  of 
physician  time  to  the  HCPCS  codes 
discussed  above  will  affect  the  aggregate 
pools  of  indirect  PE  at  the  specialty 
level.  However  because  the  services 
discussed  above  have  low  utilization 
and  low  total  time,  the  impact  of  the 
physician  time  changes  on  the  IPCI  is 
negligible,  and  likely  would  have  a 


modest  impact  if  any  on  the  PE  RVUs 
at  the  individual  code  level. 

(2)  Review  of  Services  With  Stand 
Alone  PE  Procedure  Time 

There  are  a  number  of  services  that 
have  no  physician  work  RVUs,  yet 
include  physician  time  in  the  physiciem 
time  file.  Many  of  these  services  are  not 
payable  under  the  PFS  or  are  contractor 
priced  services  where  the  physician 
time  is  not  used  to  nationally  price  the 
services  on  the  PFS.  We  are  not 
proposing  to  remove  the  physician  time 
from  the  time  file  for  these  services  as 
the  time  has  no  effect  on  the  calculation 
of  RVUs  for  the  PFS.  However,  there  are 
several  CPT  codes,  listed  in  Table  10, 
that  are  payable  under  the  PFS  and  have 
no  physician  work  RVUs  yet  include 
time  in  the  physician  time  file.  We  are 
proposing  to  remove  the  physician  time 
fi'om  the  time  file  for  these  seven  CPT 
codes.  These  proposed  adjustments  are 
reflected  in  the  physician  time  file 
associated  with  this  proposed  rule, 
available  on  the  CMS  Web  site  under 
the  downloads  for  the  CY  2013  PFS 
proposed  rule  at  http://www.cms.gov/ 
PhysicianFeeSch  ed/. 


Table  10— Payable  CPT  Codes  With  Physician  Time  and  No  Physician  Work 


CPT  code 

! 

Short  descriptor 

PFS  procedure  status 

CY  2012 
total 

physician 

time 

(minutes) 

22841  . 

Insert  spine  fixation  device  . 

B  (Bundled,  not  separately  payable)  . 

5 

51798  . 

Us  urine  capacity  measure  . 

A  (Active,  payable) . 

9 

95990  . 

Spin/brain  pump  refill  &  main . 

A  (Active,  payable) . .'. . 

40 

96904  . 

Whole  body  photography  . 

R  (Restricted  coverage)  . 

80 

96913  . 

Photochemotherapy  uv-a  or  b  . 

A  (Active,  payable) . . 

90 

97545  . 

Work  hardening . 

R  (Restricted  coverage)  . 

120 

97602  . 

Wound(s)  care  non-selective  . 

B  (Bundled,  not  separately  payable)  . 

36 

As  mentioned  above  and  as  discussed 
in  section  II.A.2.  of  this  proposed  rule, 
to  create  the  IPCI  used  in  the  PE 
methodology,  we  calculate  specialty- 
specific  aggregate  pools  of  indirect  PE 
for  all  PFS  services  for  that  specialty  by 
adding  the  product  of  the  indirect  PE/ 
HR  for  the  specialty,  the  physician  time 
for  the  service,  and  the  specialty’s 
utilization  for  the  service  across  all 
services  performed  by  the  specialty.  The 
proposed  removal  of  physician  time 
from  the  CPT  codes  discussed  above 
will  affect  the  aggregate  pools  of  indirect 
PE  at  the  specialty  level.  However 
because  the  services  discussed  above 
have  low  utilization  and/or  low  total 
time,  the  impact  of  the  physician  time 
changes  on  the  IPCI  is  negligible,  and 
likely  would  have  a  modest  impact  if 
any  on  the  PE  RVUs  at  the  individual 
code  level. 


4.  Expanding  the  Multiple  Procedure 
Payment  Reduction  Policy  . 

Medicare  has  long  employed  multiple 
procedure  payment  reduction  (MPPR) 
policies  to  adjust  payment  to  more 
appropriately  reflect  reduced  resources 
involved  with  furnishing  the  service  for 
certain  sets  of  services  frequently 
furnished  together.  Under  these 
policies,  we  reduce  payment  for  the 
second  and  subsequent  services  within 
the  same  MPPR  category  furnished  in 
the  same  session  or  same  day.  These 
payment  reductions  reflect  efficiencies 
that  typically  occur  in  either  the 
practice  expense  (PE)  or  professional 
work  or  both  when  services  are 
furnished  together.  With  the  exception 
of  a  few  codes  that  are  always  reported 
along  with  another  code,  the  Medicare 
PFS  values  services  independently  to 


recognize  relative  resources  involved 
when  the  service  is  the  only  one 
furnished  in  a  session.  While  our 
general  policy  for  MPPRs  precedes  the 
Affordable  Care  Act,  this  payment 
policy  approach  addresses  the  fourth 
category  of  potentially  misvalued  codes 
identified  in  section  1848(c)(2)(K)  of  the 
Act,  as  added  by  section  3134(a)  of  the 
Affordable  Care  Act,  which  is  “multiple 
codes  that  are  frequently  billed  in 
conjunction  with  furnishing  a  single 
service”  (see  75  FR  73216). 

For  CY  2013,  we  are  proposing  to 
continue  our  work  to  recognize  resource 
efficiencies  when  certain  services  cire 
furnished  together.  We  are  proposing  to 
apply  an  MPPR  to  the  technical 
component  (TC)  of  certain  diagnostic 
tests.  As  discussed  in  the  CY  2012  final 
rule  with  comment  period  (76  FR 
73079),  we  are  also  proceeding  with 
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applying  the  current  MPPR  policy  for 
imaging  services  to  services  furnished  in 
the  same  session  by  physicians  in  the 
same  group  practice. 

a.  Background 

Medicare  has  a  longstanding  policy  to 
reduce  payment  by  50  percent  for  the 
second  and  subsequent  surgical 
procedures  furnished  to  the  same 
patient  by  a  single  physician  or 
physicians  in  the  same  group  practice 
on  the  same  day,  largely  based  on  the 
presence  of  efficiencies  in  the  PE  and 
pre-  and  post-surgical  physician  work. 
Effective  January  1, 1995,  the  MPPR 
policy,  with  this  same  percentage 
reduction,  was  extended  to  nuclear 
medicine  diagnostic  procedures  (CPT 
codes  78306, 78320,  78802,  78803, 

78806,  and  78807).  In  the  CY  1995  PFS 
final  rule  with  comment  period  (59  FR 
63410),  we  indicated  that  we  would 
consider  applying  the  policy  to  other 
diagnostic  tests  in  the  future. 

Consistent  with  recommendations  of 
MedPAC  in  its  March  2005  Report  to  the 
Congress  on  Medicare  Payment  Policy, 
for  CY  2006  PFS,  we  extended  the 
MPPR  policy  to  the  TC  of  certain 
diagnostic  imaging  procedures 
furnished  on  contiguous  areas  of  the 
body  in  a  single  session  (70  FR  70261). 
This  MPPR  recognizes  that  for  the 
second  and  subsequent  imaging 
procedures  furnished  in  the  same 
session,  there  are  some  efficiencies  in 
clinical  labor,  supplies,  and  equipment 
time.  In  particular,  certain  clinical  labor 
activities  and  supplies  are  not 
duplicated  for  subsequent  imaging 
services  in  the  same  session  and, 
because  equipment  time  and  indirect 
costs  are  allocated  based  on  clinical 
labor  time,  we  also  reduced  those 
accordingly. 

The  imaging  MPPR  policy  originally 
applied  to  computed  tomography  (CT) 
and  computed  tomographic  angiography 
(CTA),  magnetic  resonance  imaging 
(MRI)  and  magnetic  resonance 
angiography  (MRA),  and  ultrasound 
services  within  11  families  of  codes 
based  on  imaging  modality  and  body 
region  and  only  applied  to  procedures 
furnished  in  a  single  session  involving 
contiguous  body  areas  within  a  family 
of  codes,  not  across  families. 
Additionally,  the  MPPR  policy 
originally  applied  to  TC-only  services 
and  to  the  TC  of  global  services,  and  not 
to  professional  component  (PC)  services. 

There  have  been  several  revisions  to 
this  policy  since  it  was  originally 
adopted.  Under  the  current  imaging 
MPPR  policy,  full  payment  is  made  for 
the  TC  of  the  highest  paid  procedure, 
and  payment  for  the  TC  is  reduced  by 
50  percent  for  each  additional 


procedure  subject  to  this  MPPR  policy. 
We  originally  planned  to  phase  in  the 
imaging  MPPR  policy  over  a  2-year 
period,  with  a  25  percent  reduction  in 
CY  2006  and  a  50  percent  reduction  in 
CY  2007  (70  FR  70263).  However,  the 
Deficit  Reduction  Act  of  2005  (DRA) 

(Pub.  L.  109-171)  amended  the  statute 
to  place  a  cap  on  the  PFS  payment 
amount  for  most  imaging  procedures  at 
the  amount  paid  under  the  hospital 
outpatient  prospective*  payment  system 
(OPPS).  In  view  of  the  new  OPPS 
payment  cap  added  by  the  DRA,  we 
decided  in  the  PFS  final  rule  with 
comment  period  for  2006  that  it  would 
be  prudent  to  retain  the  imaging  MPPR 
at  25  percent  while  we  continued  to 
examine  the  appropriate  payment  levels 
(71  FR  69659).  The  DRA  also  exempted 
reduced  expenditures  attributable  to  the 
imaging  MPPR  policy  from  the  PFS  BN 
provision.  Effective  July  1,  2010,  section 
1848(b)(4)(C)  of  the  Act,  as  added  by 
section  3135(b)(1)  of  the  Affordable  Care 
Act  increased  the  MPPR  on  the  TC  of 
imaging  services  under  the  policy 
established  in  the  CY  2006  PFS  final 
rule  with  comment  period  from  25  to  50 
percent.  Section  1848(c)(2)(B)(v)(IV)  of 
the  Act,  as  added  by  section  3135(b)(2) 
of  the  Affordable  Care  Act  exempted  the 
reduced  expenditures  attributable  to 
this  further  change  from  the  PFS  BN 
provision. 

In  the  July  2009  U.S.  Government 
Accountability  Office  (GAO)  report 
entitled,  “Medicare  Physician 
Payments:  Fees  Could  Better  Reflect 
Efficiencies  Achieved  when  Services  are 
Provided  Together,”  the  GAO 
recommended  that  we  take  further  steps 
to  ensure  that  fees  for  services  paid 
under  the  PFS  reflect  efficiencies  that 
occur  when  services  are  furnished  by 
the  same  physician  to  the  same 
beneficiary  on  the  same  day.  The  GAO 
recommended  the  following:  (1) 
Expanding  the  existing  imaging  MPPR 
policy  for  certain  services  ti  ■  the  PC  to 
reflect  efficiencies  in  physician  work  for 
certain  imaging  services;  and  (2) 
expanding  the  MPPR  to  reflect  PE 
efficiencies  that  occur  when  certain 
nonsurgical,  nonimaging  services  are 
furnished  together.  The  GAO  report  also 
encouraged  us  to  focus  on  service  pairs 
that  have  the  most  impact  on  Medicare 
spending. 

In  its  March  2010  report,  MedPAC 
noted  its  concerns  about  mispricing  of 
services  under  the  PFS.  MedPAC 
indicated  that  it  would  explore  whether 
expanding  the  unit  of  payment  through 
packaging  or  bundling  would  improve 
payment  accuracy  and  encourage  more 
efficient  use  of  services.  In  the  CYs  2009 
and  2010  PFS  proposed  rules  (73  FR 
38586  and  74  FR  33554,  respectively). 


we  stated  that  we  planned  to  analyze 
nonsurgical  services  commonly 
furnished  together  (for  example,  60  to 
75  percent  of  the  time)  to  assess  whether 
an  expansion  of  the  MPPR  policy  could 
be  warranted.  MedPAC  encouraged  us 
to  consider  duplicative  physician  work, 
as  well  as  PE,  in  any  expansion  of  the 
MPPR  policy. 

Section  1848(c)(2)(K)  of  the  Act 
specifies  that  the  Secretary  shall 
identify  potentially  misvalued  codes  by 
examining  multiple  codes  that  are 
frequently  billed  in  conjunction  with 
furnishing  a  single  service,  and  review 
and  make  appropriate  adjustments  to 
their  relative  values.  As  a  first  step  in 
applying  this  provision,  in  the  CY  2010 
final  rule  with  comment  period,  we 
implemented  a  limited  expansion  of  the 
imaging  MPPR  policy  to  additional 
combinations  of  imaging  services. 

Effective  January  1,  2011,  the  imaging 
MPPR  applies  regardless  of  code  family; 
that  is,  the  policy  applies  to  multiple 
imaging  services  furnished  within  the 
same  family  of  codes  or  across  families. 
This  policy  is  consistent  with  the 
standard  PFS  MPPR  policy  for  surgical 
procedures  that  does  not  group 
procedures  by  body  region.  The  current 
imaging  MPPR  policy  applies  to  CT  and 
CTA,  MRI  and  MRA,  and  ultrasound 
procedures  furnished  to  the  same 
patient  in  the  same  session,  regardless 
of  the  imaging  modality  and  is  not 
limited  to  contiguous  body  areas. 

As  we  noted  in  the  CY  2011  PFS  final 
rule  with  comment  period  (75  FR 
73228),  while  section 
1848(c)(2)(B)(v)(VI)  of  the  Act  specifies 
that  reduced  expenditures  attributable 
to  the  increase  in  the  imaging  MPPR 
from  25  to  50  percent  (effective  for  fee 
schedules  established  beginning  with  • 
2010  and  for  services  furnished  on  or 
after  July  1,  2010)  are  excluded  from  the 
PFS  BN  adjustment,  it  does  not  apply  to 
reduced  expenditures  attributable  to  our 
policy  change  regarding  additional  code 
combinations  across  code  families  (non- 
continguous  body  areas)  that  are  subject 
to  BN  under  the  PFS.  The  complete  list 
of  codes  subject  to  the  CY  2011  MPPR 
policy  for  diagnostic  imaging  services  is 
included  in  Addendum  F. 

As  a  further  step  in  applying  the 
provisions  of  section  1848(c)(2)(K)  of 
the  Act,  on  January  1,  2011,  we 
implemented  an  MPPR  for  therapy 
services.  The  MPPR  applies  to 
separately  payable  “always  therapy” 
services,  that  is,  services  that  are  only 
paid  by  Medicare  when  furnished  under 
a  therapy  plan  of  care.  As  we  explained 
in  the  CY  2011  PFS  final  rule  with 
comment  period  (75  FR  73232),  the 
therapy  MPPR  does  not  apply  to 
contractor-priced  codes,  bundled  codes, 
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and  add-on  codes.  The  complete  list  of 
codes  subject  to  the  MPPR  policy  for 
therapy  services  is  included  in 
Addendum  H. 

This  MPPR  for  therapy  services  was 
first  proposed  in  the  CY  2011  proposed 
rule  (75  FR  44075)  as  a  50  percent 
payment  reduction  to  the  PE  component 
of  the  second  and  subsequent  therapy 
services  for  multiple  “always  therapy” 
services  furnished  to  a  single  patient  in 
a  single  day.  It  applies  to  services 
furnished  by  an  individual  or  group 
practice  or  “incident  to”  a  physician’s 
service.  However,  in  response  to  public 
comments,  in  the  CY  2011  PFS  final 
rule  with  comment  period  (75  FR 
73232),  we  adopted  a  25  percent 
payment  reduction  to  the  PE  component 
of  the  second  and  subsequent  therapy 
services  for  multiple  “always  therapy” 
services  furnished  to  a  single  patient  in 
a  single  liay. 

Subsequent  to  publication  of  the  CY 
2011  PFS  final  rule  with  comment 
period,  section  3  of  the  Physician 
Payment  and  Therapy  Relief  Act  of  2010 
(PPTRA)  (Pub.  L.  111-286)  revised  the 
payment  reduction  percentage  from  25 
percent  to  20  percent  for  therapy 
services  for  which  payment  is  made 
under  a  fee  schedule  under  section  1848 
(which  are  services  furnished  in  office 
settings,  or  non-institutional  services). 
The  payment  reduction  percentage 
remains  at  25  percent  for  therapy 
services  furnished  in  institutional 
settings.  Section  4  of  the  PPTRA 
exempted  the  reduced  expenditures 
attributable  to  the  therapy  MPPR  policy 
from  the  PFS  BN  provision.  Under  our 
current  policy  as  amended  by  the 
PPTRA,  for  institutional  services,  full 
payment  is  made  for  the  service  or  unit 
with  the  highest  PE  and  payment  for  the 
PE  component  for  the  second  and 
subsequent  procedures  or  additional 
units  of  the  same  service  is  reduced  by 
25  percent.  For  non-institutional 
services,  full  payment  is  made  for  the 
service  or  unit  with  the  highest  PE  and 
payment  for  the  PE  component  for  the 
second  and  subsequent  procedures  or 
additional  units  of  the  same  service  is 
reduced  by  20  percent. 

This  MPPR  policy  applies  to  multiple 
units  of  the  same  therapy  service,  as 
well  as  to  multiple  different  “always 
therapy”  services,  when  furnished  to 
the  same  patient  on  the  same  day.  It 
applies  to  services  furnished  by  an 
individual  or  group  practice  or 
“incident  to”  a  physician’s  service.  The 
MPPR  applies  when  multiple  therapy 
services  are  billed  on  the  same  date  of 
service  for  one  patient  by  the  same 
practitioner  or  facility  under  the  same 
National  Provider  Identifier  (NPI), 
regcudless  of  whether  the  services  are 


furnished  in  one  therapy  discipline  or 
multiple  disciplines,  including  physical 
therapy,  occupational  therapy,  or 
speech-language  pathology. 

The  MPPR  policy  applies  in  all 
settings  where  outpatient  therapy 
services  are  paid  under  Part  B.  This 
includes  both  services  that  are  furnished 
in  the  office  setting  and  paid  under  the 
PFS,  as  well  as  institutional  services 
that  are  furnished  by  outpatient 
hospitals,  home  health  agencies, 
comprehensive  outpatient  rehabilitation 
facilities  (CORFs),  and  other  entities 
that  are  paid  for  outpatient  therapy 
services  at  rates  based  on  the  PFS. 

In  its  June  2011  Report  to  Congress, 
MedPAC  highlighted  continued  growth 
in  ancillary  services  subject  to  the  in¬ 
office  ancillary  services  exception.  The 
in-office  ancillary  exception  to  the 
general  prohibition  under  section  1877 
of  the  Act  as  amended  by  the  Ethics  in 
Patient  Referrals  Act,  also  known  as  the 
Stark  law,  allows  physicians  to  refer 
Medicare  patients  for  designated  health 
services,  including  imaging,  radiation 
therapy,  home  health  care,  durable 
medical  equipment,  clinical  laboratory 
tests,  and  physical  therapy,  to  entities 
with  which  they  have  a  financial 
relationship  under  specific  conditions. 
MedPAC  recommended  that  we  apply  a 
MPPR  to  the  PC  of  diagnostic  imaging 
services  furnished  by  the  same 
practitioner  in  the  same  session  as  one 
means  to  curb  excess  self-referral  for 
these  services.  The  GAO  already  had 
made  a  similar  recommendation  in  its 
July  2009  report. 

In  continuing  to  apply  the  provisions 
of  section  1848(c)(2)(K)  of  the  Act,  in 
the  CY  2012  final  rule  (76  FR  73071),  we 
expanded  the  MPPR  to  the  PC  of 
Advanced  Imaging  Services  (CT,  MRI, 
and  Ultrasound),  that  is,  the  same  list  of 
codes  to  which  the  MPPR  on  the  TC  of 
advanced  imaging  already  applied  (see 
Addendum  F).  Thus,  this  MPPR  policy 
now  applies  to  the  PC  and  the  TC  of 
certain  diagnostic  imaging  codes. 
Specifically,  we  expanded  the  payment 
reduction  currently  applied  to  the  TC  to 
apply  also  to  the  PC  of  the  second  and 
subsequent  advanced  imaging  services 
furnished  by  the  same  physician  (or  by 
two  or  more  physicians  in  the  same 
group  practice)  to  the  same  patient  in 
the  same  session  on'  the  same  day. 
However,  in  response  to  public 
comments,  in  the  CY  2012  PFS  final 
rule  with  comment  period,  we  adopted 
a  25  percent  payment  reduction  to  the 
PC  component  of  the  second  and 
subsequent  imaging  services. 

Under  this  policy,  full  payment  is 
made  for  the  PC  of  the  highest  paid 
procedure,  and  payment  is  reduced  by 
25  percent  for  the  PC  for  each  additional 


procedure  furnished  to  the  same  patient 
in  the  same  session.  This  policy  was 
based  on  the  expected  efficiencies  in 
furnishing  multiple  services  in  the  same 
session  due  to  duplication  of  physician 
work,  primarily  in  the  pre-  and  post¬ 
service  periods,  with  smaller 
efficiencies  in  the  intraservice  period. 

This  policy  is  consistent  with  the 
statutory  requirement  for  the  Secretary 
to  identify,  review,  and  adjust  the 
relative  values  of  potentially  misvalued 
services  under  the  PFS  as  specified  by 
section  1848(c)(2)(K)  of  the  Act.  This 
policy  is  also  consistent  both  with  our 
longstanding  policy  on  surgical  and 
nuclear  medicine  diagnostic  procedures, 
under  which  we  apply  a  50  percent 
payment  reduction  to  second  and 
subsequent  procedures.  Furthermore,  it 
was  responsive  to  continued  concerns 
about  significant  growth  in  imaging 
spending,  and  to  MedPAC  (March  2010 
and  June  2011)  and  GAO  (July  2009) 
recommendations  regarding  the 
expansion  of  MPPR  policies  under  the 
PFS  to  account  for  additional 
efficiencies. 

In  the  CY  2012  proposed  rule  (76  FR 
42812),  we  also  invited  public  comment  • 
on  the  following  MPPR  policies  under 
consideration.  We  noted  that  any 
proposals  would  be  presented  in  future 
rulemaking  and  subject  to  further  public 
comment: 

•  Apply  the  MPPR  to  the  TC  of  All 
Imaging  Services.  This  approach  would 
apply  a  payment  reduction  to  the  TC  of 
the  second  and  subsequent  imaging 
services  furnished  in  the  same  session. 
Such  an  approach  could  define  imaging 
consistent  with  our  existing  definition 
of  imaging  for  purposes  of  the  statutory 
cap  on  PFS  payment  at  the  OPPS  rate 
(including  x-ray,  ultrasound  (including 
echocardiography),  nuclear  medicine 
(including  positron  emission 
tomography),  magnetic  resonance 
imaging,  computed  tomography,  and 
fluoroscopy,  but  excluding  diagnostic 
and  screening  mammography).  Add-on 
codes  that  are  always  furnished  with 
another  service  and  have  been  valued 
accordingly  could  be  excluded. 

Such  an  approach  would  be  based  on 
the  expected  efficiencies  due  to 
duplication  of  clinical  labor  activities, 
supplies,  and  equipment  time  when 
multiple  services  are  furnished  together. 
This  approach  would  apply  to 
approximately  530  HCPCS  codes, 
including  the  119  codes  to  which  the 
current  imaging  MPPR  applies.  Savings 
would  be  redistributed  to  other  PFS 
services  as  required  by  the  statutory  PFS 
BN  provision. 

•  Apply  the  MPPR  to  the  PC  of  All 
Imaging  Services.  This  approach  would 
apply  a  payment  reduction  to  the  PC  of 
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the  second  or  subsequent  imaging 
services  furnished  in  the  same 
encoimter.  Such  an  approach  could 
define  imaging  consistent  with  our 
existing  definition  of  imaging  for  the 
cap  on  payment  at  the  OPPS  rate.  Add¬ 
on  codes  that  are  always  furnished  with 
another  service  and  have  been  valued 
accordingly  could  be  excluded. 

Such  an  approach  would  be  based  on 
efficiencies  due  to  duplication  of 
physician  work  primarily  in  the  pre- 
and  post-service  periods,  with  smaller 
efficiencies  in  the  intraservice  period, 
when  multiple  services  are  furnished 
together.  This  approach  would  apply  to 
approximately  530  HCPCS  codes, 
including  the  119  codes  to  which  the 
current  imaging  MPPR  applies.  Savings 
would  be  redistributed  to  other  PFS 
services  as  required  by  the  statutory  PFS 
BN  provision. 

•  Apply  the  MPPR  to  the  TC  of  All 
Diagnostic  Tests.  This  approach  would 
apply  a  payment  reduction  to  the  TC  of 
the  second  and  subsequent  diagnostic 
tests  (such  as  radiology,  cardiology, 
audiology,  etc.)  furnished  in  the  same 
encounter.  Add-on  codes  that  are 
always  furnished  with  another  service  . 
and  have  been  valued  accordingly  could 
be  excluded. 

Such  an  approach  would  be  based  on 
the  expected  efficiencies  due  to 
duplication  of  clinical  labor  activities, 
supplies,  and  equipment  time  when 
multiple  services  are  furnished  together. 
The  approach  would  apply  to 
approximately  700  HCPCS  codes, 
including  the  approximately  560  HCPCS 
codes  that  are  currently  subject  to  the 
OPPS  cap.  The  savings  would  be 
redistributed  to  other  PFS  services  as 
required  by  the  statutory  PFS  BN 
provision. 

b.  MPPR  Policy  Clarifications 

(1)  Apply  the  MPPR  to  Two  Nuclear 
Medicine  Procedures 

As  indicated  previously,  effective 
January  1, 1995,  we  implemented  an 
MPPR  for  six  nuclear  medicine  codes. 
Under  the  current  policy,  full  payment 
is  made  for  the  highest  paid  procedure, 
and  payment  is  reduced  by  50  percent 
for  the  second  procedure  furnished  to 
the  same  patient  on  the  same  day.  Due 
to  a  technical  error,  the  MPPR  is  not 
being  applied  to  CPT  codes  78306  (Bone 
imaging;  whole  body  when  followed  by 
CPT  code  78320  (Bone  imaging;  SPECT). 
We  will  apply  the  MPPR  to  these 
procedures  effective  January  1,  2013. 

(2)  Apply  the  MPPR  to  the  PC  and  TC 
of  Advanced  Imaging  Procedures  to 
Physicians  in  the  Same  Group  Practice 

As  indicated  in  the  CY  2012  final  rule 
(76  FR  73077-73079),  we  finalized  a 


policy  to  apply  the  MPPR  to  the  PC  and 
TC  of  the  second  and  subsequent 
advanced  imaging  procedures  furnished 
to  the  same  patient  in  the  same  session 
by  a  single  physician  or  by  multiple 
physicians  in  the  same  group  practice. 
Due  to  operational  limitations,  we  were 
not  able  to  apply  this  MPPR  to  multiple 
physicians  in  the  same  group  practice 
during  CY  2012.  In  addition,  after  we 
issued  the  CY  2012  final  rule  with 
comment  period,  some  stakeholders 
asserted  that  they  had  not  commented 
on  the  application  of  the  MPPR  to 
physicians  in  the  same  group  practice 
because  that  policy  w'as  not  explicit  in 
the  CY  2012  proposed  rule  discussion 
expanding  the  MPPR  for  advanced 
imaging  to  the  PC.  We  have  resolved  the 
operational  problems  and,  therefore,  for 
services  furnished  on  or  after  January  1, 
2013  we  will  apply  the  MPPR  to  both 
the  PC  and  the  TC  of  advanced  imaging 
procedures  to  multiple  physicians  in  the 
same  group  practice  (same  group  NPI). 
Under  this  policy,  the  MPPR  will  apply 
when  one  or  more  physicians  in  the 
same  group  practice  furnish  services  to 
the  same  patient,  in  the  same  session, 
on  the  same  day.  This  policy  is 
consistent  with  other  PFS  MPPR 
policies  for  surgical  and  therapy 
procedures.  We  continue  to  believe  that 
the  typical  efficiencies  achieved  when 
the  same  physician  is  furnishing 
multiple  procedures  also  accrue  when 
different  physicians  in  the  same  group 
furnish  multiple  procedures  involving 
the  same  patient  in  the  S£une  session.  It 
is  our  general  intention  to  apply  this  . 
and  future  MPPRs  to  services  furnished 
by  one  or  more  physicians  in  the  same 
group  unless  special  circumstances 
warrant  a  more  limited  application.  In 
such  circumstances,  we  will  note  in  our 
proposal  that  an  MPPR  does  not  apply 
to  one  or  more  physicians  in  the  same 
group  as  other  MPPR  policies  do.  We 
continue  to  welcome  public  comment 
on  this  provision  as  it  applies  to 
advanced  diagnostic  imaging  and  to  the 
MPPR  policy  generally. 

c.  Proposed  MPPR  for  the  TC  of 
Cardiovascular  and  Ophthalmology 
Services 

As  noted  above,  we  continue  to 
examine  whether  it  would  be 
appropriate  to  apply  MPPR  policies  to 
other  categories  of  services  that  are 
frequently  billed  together,  including  the 
TC  for  other  diagnostic  services.  For  CY 
2013,  we  examined  other  diagnostic 
services  to  determine  whether  there 
typically  are  efficiencies  in  the  technical 
component  when  multiple  diagnostic 
services  are  furnished  together  on  the 
same  day.  We  have  conducted  an 
analysis  of  the  most  frequently 


furnished  code  combinations  for  all 
diagnostic  services  using  CY  2011 
claims  data.  Of  the  several  areas  of 
diagnostic  tests  that  we  examined,  we 
found  that  billing  patterns  and  PE 
inputs  indicated  that  cardiovascular  and 
ophthalmology  diagnostic  procedures, 
respectively,  are  frequently  furnished 
together  and  that  there  is  some 
duplication  in  PE  inputs  when  this 
occurs.  For  cardiovascular  diagnostic 
services,  we  reviewed  the  code  pair/ 
combinations  with  the  highest 
utilization  in  code  ranges  75600  through 
75893,  78414  through  78496,  and  93000 
through  93990.  For  ophthalmology 
diagnostic  services,  we  reviewed  the 
code  pair/combinations  with  the  highest 
utilization  in  code  ranges  76510  through 
76529  and  92002  through  92371.  The 
most  frequently  billed  cardiovascular 
and  opTithalmology  diagnostic  code 
combinations  are  listed  in  Tables  14  and 
15. 

Under  the  resource-based  PE 
methodology,  specific  PE  inputs  of 
clinical  labor,  supplies,  and  equipment 
are  used  to  calculate  PE  RVUs  for  each 
individual  service.  When  multiple 
diagnostic  tests  are  furnished  to  the 
same  patient  on  the  same  day,  most  of 
the  clinical  labor  activities  and  some 
supplies  are  not  furnished  twice.  We 
have  identified  the  following  clinical 
labor  activities  that  typically  would  not 
be  duplicated  for  subsequent 
procedures: 

•  Greeting  and  gowning  the  patient. 

•  Preparing  the  room,  equipment  and 
supplies. 

•  Education  and  consent. 

•  Completing  diagnostic  forms. 

•  Preparing  charts. 

•  Taking  history. 

•  Taking  vitals. 

•  Preparing  and  positioning  the 
patient. 

•  Cleaning  the  room. 

•  Monitoring  the  patient. 

•  Downloading,  filing,  identifying 
and  storing  photos. 

•  Developing  film. 

•  Collating  data. 

•  QA  documerjtation. 

•  Making  phone  calls. 

•  Reviewing  prior  X-rays,  lab  and 
echos. 

We  analyzed  the  CY  2011  claims  data 
for  the  most  frequently  billed 
cardiovascular  and  ophthalmology 
diagnostic  code  combinations  in  order 
to  determine  the  level  of  duplication 
present  when  multiple  services  are 
furnished  to  the  same  patient  on  the 
same  day.  Our  MPPR  determination 
excludes  the  clinical  staff  minutes 
associated  with  the  activities  that  are 
not  duplicated  for  subsequent 
procedures.  For  purposes  of  this 
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analysis,  we  retained  the  higher  number 
of  minutes  for  each  duplicated  clinical 
activity,  regardless  of  the  code  in  the 
pair  with  which  those  clinical  labor 
minutes  were  associated.  Equipment 
time  and  indirect  costs  are  allocated 
based  on  clinical  labor  time;  therefore, 
these  inputs  were  reduced  accordingly. 
While  we  observed  that  some  supplies 
are  duplicated,  we  did  not  factor  these 
into  our  calculations  because  they  were 
low  cost  and  had  little  impact  on  our 
estimate  of  the  level  of  duplication  for 
each  code  pair. 

When  we  removed  the  PE  inputs  for 
activities  that  are  not  duplicated,  and 
adjusted  the  equipment  time  and 
indirect  costs,  we  found  support  for 
payment  reductions  ranging  from  8  to 

Table  11- 


57  percent  for  second  and  subsequent 
cardiovascular  procedures  (volume- 
adjusted  average  reduction  across  all 
code  pairs  of  25  percent);  and  payment 
reductions  ranging  from  9  to  62  percent 
for  second  and  subsequent 
ophthalmology  procedures  (volume- 
adjusted  average  reduction  across  all 
code  pairs  of  32  percent).  Because  we 
found  a  relatively  wide  range  of 
reduction  by  code  pair,  we  believe  that 
an  across-the-board  reduction  of  25 
percent  for  second  and  subsequent 
procedures  (which  is  approximately  the 
average  reduction  supported  by  our 
analysis)  would  be  appropriate.  We 
propose  to  apply  an  MPPR  to  TC-only 
services  and  to  the  TC  portion  of  global 
services  for  the  procedures  listed  in 


Tables  12  and  13.  The  MPPR  would 
apply  independently  to  second  and 
subsequent  cardiovascular  services  and 
to  second  and  subsequent 
ophthalmology  services.  We  propose  to 
make  full  payment  for  the  TC  of  the 
highest  priced  procedure  and  to  make 
payment  at  75  percent  (that  is,  a  25 
percent  reduction)  of  the  TC  for  each 
additional  procedure  furnished  by  the 
same  physician  (or  physicians  in  the 
same  group  practice,  that  is,  the  same 
group  practice  NPI)  to  the  same  patient 
on  the  same  day.  We  are  not  proposing 
to  apply  an  MPPR  to  the  PC  for 
cardiovascular  and  ophthalmology 
services  at  this  time.  In  Table  11,  we 
provide  excunples  illustrating  the 
current  and  proposed  payment  amounts: 


—Illustration  of  Current  and  Proposed  Payments 


Sample  Cardiovascular  Payment  Reduction  * 


Code 

78452 

Code 

93306 

Total 

current 

payment 

Total 

proposed 

payment 

Payment  calculation 

PC  . . . 

TC  . 

Global . : . 

$77.00 

427.00 

504.00 

$65.00 

148.00 

213.00 

$142.00 

575.00 

717.00 

$142.00  I 
538.00 
680.00 

no  reduction. 

$427  +  (.75  X  $148). 

$142  +  $427  +  (.75  x  $148). 

Sample  Ophthalmology  Payment  Reduction  * 


Code 

92235 

Code 

92250 

Total 

current 

payment 

Total 

proposed 

payment 

Payment  calculation 

PC  . 

46.00 

23.00 

69.00 

69.00 

no  reduction. 

TC  . 

92.00 

53.00 

145.00 

131.75 

$92  +  (.75  X  $53). 

Global . 

138.00 

76.00 

214.00 

200.75 

$69  +  $92  +  (.75  X  $53). 

*  Dollar  amounts  are  for  illustrative  purposes  and  may  not  reflect  actual  payment  amounts. 


We  believe  that  the  proposed  MPPR 
percentage  represents  an  appropriate 
reduction  for  the  typical  delivery  of 
multiple  cardiovascular  and 
ophthalmology  services  on  the  same 
day.  Because  the  reduction  is  based  on 
discounting  the  specific  PE  inputs  that 
are  not  duplicated  for  second  and 
subsequent  services,  the  proposal  is 
consistent  with  our  longstanding  policy 
on  surgical  and  nuclear  meuicine 
diagnostic  procedures  and  advanced 
imaging  procedures  which  applies  a  50 
percent  reduction  to  second  and 
subsequent  procedures,  and  our  more 
recent  policy  on  therapy  services,  which 
applies  a  20  or  25  percent  reduction 
depending  on  the  setting. 

Furthermore,  it  is  consistent  with 
section  1848(c)(2)(K)  of  the  Act  which 
specifies  that  the  Secretary  shall 
identify  potentially  misvalued  codes  by 
examining  multiple  codes  that  are 
frequently  billed  in  conjunction  with 
furnishing  a  single  service,  and  review 


and  make  appropriate  adjustments  to 
their  relative  values. 

Finally,  it  is  responsive  to  continued 
concerns  about  significant  growth  in 
spending  on  imaging  and  other 
diagnostic  services,  and  to  MedPAC 
(March  2010)  and  GAO  (July  2009) 
recommendations  regarding  the 
expansion  of  MPPR  policies  under  the 
PFS  to  account  for  additional 
efficiencies.  Savings  resulting  from  this 
proposal  would  be  redistributed  to  other 
PFS  services  as  required  by  the  general 
statutory  PFS  BN  provision.  In 
summary,  for  services  furnished  on  or 
after  January  1,  2013,  we  plan  to  apply 
the  MPPR  to  nuclear  medicine 
procedures  to  CPT  codes  78306  (Bone 
imaging;  whole  body  when  followed  by 
CPT  code  78320  (Bone  imaging;  SPECT). 
We  plan  to  apply  the  MPPR  to  the  PC 
and  the  TC  of  advanced  imaging 
procedures  to  multiple  physicians  in  the 
same  group  practice  (same  group  NPI). 
Therefore,  the  MPPR  will  apply  when 
one  or  more  physicians  in  the  same 


group  practice  furnish  services  to  the 
same  patient,  in  the  same  session,  on 
the  same  day.  Finally,  we  propose  to 
apply  an  MPPR  to  TC-only  services  and 
to  the  TC  portion  of  global  services  for 
diagnostic  cardiovascular  and 
ophthalmology  procedures.  The 
reduction  would  apply  independently 
to  cardiovascular  and  ophthalmology 
services.  We  propose  to  make  full 
payment  for  the  TC  of  the  highest  priced 
procedure  and  payment  at  75  percent  of 
the  TC  for  each  additional  procedure 
furnished  by  the  same  physician-(or 
physicians  in  the  same  group  practice, 
that  is,  the  same  group  practice  NPI)  to 
the  same  patient  on  the  same  day. 

Table  12— Diagnostic  Cardio¬ 
vascular  Services  Subject  to 
THE  Multiple  Procedure  Pay¬ 
ment  Reduction 


Code 

Descriptor 

75600  . 

Contrast  x-ray  exam  of  aorta. 
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Table  12— Diagnostic  Cardio¬ 
vascular  Services  Subject  to 
THE  Multiple  Procedure  Pay¬ 
ment  Reduction— Continued 


Code 

Descriptor 

75605  . 

Contrast  x-ray  exam  of  aorta. 

75625  . 

Contrast  x-ray  exam  of  aorta. 

75630  . 

X-ray  aorta  leg  arteries. 

75650  . 

Artery  x-rays  head  &  neck. 

75658  . 

Artery  x-rays  arm. 

75660  . 

Artery  x-rays  head  &  neck. 

75662  . 

Artery  x-rays  head  &  neck. 

75665  . 

Artery  x-rays  head  &  neck. 

75671  . 

Artery  x-rays  head  &  neck. 

75676  . 

Artery  x-rays  neck. 

75680  . 

Artery  x-rays  neck. 

75685  . 

Artery  x-rays  spine. 

75705  . 

Artery  x-rays  spine. 

75710  . 

Artery  x-rays  arm/leg. 

75716  . 

Artery  x-rays  arms/legs. 

75726  . 

Artery  x-rays  abdomen. 

75731  . 

Artery  x-rays  adrenal  gland. 

75733  . 

Artery  x-rays  adrenals. 

75736  . 

Artery  x-rays  pelvis. 

75741  . 

Artery  x-rays  iung. 

75743  . 

Artery  x-rays  lungs. 

75746  . 

Artery  x-rays  lung. 

75756  . 

Artery  x-rays  chest. 

75774  . 

Artery  x-ray  each  vessel. 

75791  . 

Av  dialysis  shunt  imaging. 

75809  . 

Nonvascular  shunt  x-ray. 

75820  . 

Vein  x-ray  arm/leg. 

75822  . 

Vein  x-ray  arms/legs. 

75825  . 

Vein  x-ray  trunk. 

75827  . 

Vein  x-ray  chest. 

75831  . 

Vein  x-ray  kidney. 

75833  . 

Vein  x-ray  kidneys. 

75840  . 

Vein  x-ray  adrenal  gland. 

75842  . 

Vein  x-ray  adrenal  glands. 

75860  . 

Vein  x-ray  neck. 

75870  . 

Vein  x-ray  skull. 

75872  . 

Vein  x-ray  skull. 

75880  . 

Vein  x-ray  eye  socket. 

75885  . 

Vein  x-ray  liver. 

75887  . 

Vein  x-ray  liver. 

75889  . 

Vein  x-ray  liver. 

75891  . 

Vein  x-ray  liver. 

75893  . 

i  Venous  sampling  by  catheter. 

78428  . 

1  Cardiac  shunt  imaging. 

78445  . 

Vascular  flow  imaging. 

78451  . 

Ht  muscle  image  spect  sing. 

78452  . 

Ht  muscle  image  spect  mult. 

78453  . 

1  Ht  muscle  image  planar  Sing. 

78454  . 

Ht  muse  image  planar  mult. 

78456  . 

1  Acute  venous  thrombus  image. 

78457  . 

i  Venous  thrombosis  imaging. 

78458  . 

1  Ven  thrombosis  images  bilat. 

78466  . 

i  Heart  infarct  image. 

78468  . 

!  Heart  infarct  image  (ef). 

78469 

j  Heart  infarct  image  (3D). 

78472  . 

Gated  heart  planar  single. 

78473  . 

!  Gated  heart  multiple. 

Table  12— Diagnostic  Cardio¬ 
vascular  Services  Subject  to 
THE  Multiple  Procedure  Pay¬ 
ment  Reduction — Continued 


Code 

Descriptor 

78481  . 

Heart  first  pass  single. 

78483  . 

Heart  first  pass  multiple. 

78494  . 

Heart  image  spect. 

78496  . 

Heart  first  pass  add-on. 

93005  . 

Electrocardiogram  tracing. 

93017  . 

Cardiovascular  stress  test. 

93318  . 

Echo  transesophageal  intraop. 

93024  . 

Cardiac  drug  stress  test. 

93025  . 

Microvolt  t-wave  assess. 

93041  . 

Rhythm  ecg  tracing. 

93225  . 

Ecg  monit/reprt  up  to  48  hrs. 

93226  . 

Ecg  monit/reprt  up  to  48  hrs. 

93229  . 

Remote  30  day  ecg  tech  supp. 

93270  . 

Remote  30  day  ecg  rev/report. 

93271  . 

Eeg/monitoring  and  analysis. 

93278  . 

ECG/signal-averaged. 

93279  . 

Pm  device  progr  eval  sngl. 

93280  . 

Pm  device  progr  eval  dual. 

93281  . 

Pm  device  progr  eval  multi. 

93282  . 

led  device  prog  eval  1  sngl. 

93283  . 

led  device  progr  eval  dual. 

93284  . 

led  device  progr  eval  mult. 

93285  . 

Hr  device  eval  progr. 

93286  . 

Pre-op  pm  device  eval. 

93287  . 

Pre-op  icd  device  eval. 

93288  . 

Pm  device  eval  in  person. 

93289  . 

led  device  interrogate. 

93290  . 

Icm  device  eval. 

93291  . 

Mr  device  interrogate. 

93292  . 

1  Wed  device  interrogate. 

93293  . 

Pm  phone  r-strip  device  eval. 

93296  . 

Pm/ied  remote  tech  serv. 

93303  . 

Echo  transthoracic. 

93304  . 

Echo  transthoracic. 

93306  . 

Tte  w/doppler  complete. 

93307  . 

Tte  w/o  doppler  complete. 

93308  . 

Tte  f-up  or  Imtd.  . 

93312  . 

Echo  transesophageal. 

93314  . 

Echo  transesophageal. 

93318  . 

Echo  transesophageal  intraop. 

93320  . 

Doppler  echo  exam  heart. 

93321  . 

Doppler  echo  exam  heart. 

93325  . 

Doppler  color  flow  add-on. 

93350  . 

Stress  tte  only. 

93351  . 

Stress  tte  complete. 

93701  . 

Bioimpedance  cv  analysis. 

93724  . 

Analyze  pacemaker  systeiji. 

93786  . 

Ambulatory  BP  recording. 

93788  . 

Ambulatory  BP  analysis. 

93880  . 

Extracranial  study. 

93882  . 

Extracranial  study. 

93886  . 

Intracranial  study. 

93888  . 

Intracranial  study. 

93890  . 

Ted  vasoreactivity  study. 

93892  . 

Ted  emboli  detect  w/o  inj. 

93893  . 

Ted  emboli  detect  w/inj. 

93922  . 

Upr/I  xtremity  art  2  levels. 

Table  12— Diagnostic  Cardio¬ 
vascular  Services  Subject  to 
THE  Multiple  Procedure  Pay¬ 
ment  Reduction — Continued  . 


Code 

Descriptor 

93923  . 

Upr/Ixtr  art  stdy  3+  Ivis. 

93924  . 

Lwr  xtr  vase  stdy  bilat. 

93925  . 

Lower  extremity  study. 

93926  . 

Lower  extremity  study. 

93930  . 

Upper  extremity  study. 

93931  . 

Upper  extremity  study. 

93965  . 

Extremity  study. 

93970  . 

Extremity  study. 

93971  . 

Extremity  study. 

93975  . 

Vascular  study. 

93976  . 

Vascular  study. 

93978  . 

Vascular  study. 

93979  . 

Vascular  study. 

93980  . 

Penile  vascular  study. 

93981  . 

Penile  vascular  study. 

93990  . 

Doppler  flow  testing. 

Table  13 — Diagnostic  Ophthal¬ 
mology  Services  Subject  to  the 
Multiple  Procedure  Payment 
Reduction 


Code 

Descriptor 

76510  . 

Ophth  us  b  &  quant  a. 

76511  . 

Ophth  us  quant  a  only. 

76512  . 

Ophth  us  b  w/non-quant  a. 

76513  . 

Echo  exam  of  eye  water  bath. 

76514  . 

Echo  exam  of  eye  thickness. 

76516  . 

Echo  exam  of  eye. 

76519  . 

Echo  exam  of  eye. 

92025  . 

Corneal  topography. 

92060  . 

Special  eye  evaluation. 

92081  . 

Visual  field  examination(s). 

92082  . 

Visual  field  examination(s). 

92083  . 

Visual  field  examination(s). 

92132  . 

Cmptr  ophth  dx  img  ant  segmt. 

92133  . 

Cmptr  ophth  img  optic  nerve. 

92134  . 

Cptr  ophth  dx  img  post  segmt. 

92136  . 

Ophthalmic  biometry. 

92228  . 

Remote  retinal  imaging  mgmt. 

92235  . 

Eye  exam  with  photos. 

92240  ..... 

leg  angiography. 

92250  . 

Eye  exam  with  photos. 

92265  . 

Eye  muscle  evaluation. 

92270  . 

Electro-oculography. 

92275  . 

Electroretinography. 

92283  . 

Color  vision  examination. 

92284  . 

Dark  adaptation  eye  exam. 

92285  . 

Eye  photography. 

92286  . 

Internal  eye  photography. 

BILLING  CODE  4120-01-P 
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TABLE  14:  Frequently  Billed  Diagnostic  Cardiovascular  Combinations 

Descriptor  Code  Descriptor  Code  Descriptor  Code  Descriptor 

Artery  x-rays  arm/leg  75791  Av  dialysis  shunt  imaging 

Contrast  x-ray  exam  of  75716  Artery  x-rays  arms/legs 


75625 

Contrast  x-ray  exam  of 

75716 

Artery  x-rays  arms/legs 

75774 

Artery  x-ray  each 

aorta 

vessel 

75820 

Vein  x-ray  arm/leg 

75827 

Vein  x-ray  chest 

75625 

Contrast  x-ray  exam  of 
aorta 

75710 

Artery  x-rays  arm/leg 

75791 

Av  dialysis  shunt 
imaging 

75827 

Vein  x-ray  chest 

75658 

Artery  x-rays  arm 

75791 

Av  dialysis  shunt  imaging 

75820 

Vein  x-ray 

75827 

Vein  x-ray 

arm/leg 

chest 

75710 

Artery  x-rays  arm/leg 

75774 

Artery  x-ray  each  vessel 

75820 

Vein  x-ray  arm/leg 

93931 

Upper  extremity  study 

75791 

Av  dialysis  shunt 
imaging 

75820 

Vein  x-ray  arm/leg 

^^ode  Range  78414-78496  - 

Code 

Descriptor 

Code 

Descriptor 

Code 

Descriptor 

Code 

Descriptor 

78452 

Ht  muscle  image  spect 
mult 

93306 

Tte  w/doppler  complete 

78452 

Ht  muscle  image  spect 
mult 

93017 

Cardiovascular  stress  test 

78452 

Ht  muscle  image  spect 

93306 

Tte  w/doppler  complete 

93880 

Extracranial 

mult 

study 

78452TC 

Ht  muscle  image  spect 
mult 

93017 

Cardiovascular  stress  test 

78452 

Ht  muscle  image  spect 
mult 

93880 

Extracranial  study 

78452TC 

Ht  muscle  image  spect 
mult 

93306 

Tte  w/doppler  complete 

78452 

Ht  muscle  image  spect 

93017 

Cardiovascular  stress  test 

93306 

Tte  w/doppler 

mult 

complete 

78451 

Ht  muscle  image  spect 
sing 

93306 

Tte  w/doppler  complete 

Tte  w/doppler  complete 

78452TC 

Ht  muscle  image  spect 
mult 

93306TC 

78452 

Ht  muscle  image  spect 

93306 

Tte  w/doppler  complete 

93880 

Extracranial 

93978 

Vascular 

mult 

study 

study 

V  Code  Range  93000-93990 

■  -  "  /; 

Code 

Descriptor 

Code 

Descriptor 

Code 

Descriptor 

93306 

Tte  w/doppler 
complete 

93880 

Extracranial  study 

93320 

Doppler  echo  exam 
heart 

93325 

Lower  extremity  study 

93351 

Stress  tte  complete 

/ 

93922 

Upr/1  xtremity  art  2 
levels 

93925 

Lower  extremity  study 

93923 

Upr/lxtr  art  stdy  3+ 

Ivls 

93925 

Lower  extremity  study 

93306TC 

Tte  w/doppler 

93880TC 

Extracranial  study 
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complete 

93880 

Extracranial  study 

93284 

led  device  progr  eval 
mult 

93922 

Upr/1  xtremity  art  2 
levels 

93%5 

Extremity  study 

93925 

Lower  extremity  study 

93978 

Vascular  study 

93290 

Icm  device  eval 

93926 

Lower  extremity  study 

93970 

Extremity  study 

93970 

Extremity  study 

TABLE  15:  Frequently  Billed  Diagnostic  Ophthalmology  Combinations 
yCode  Range  76510-76529 


Code  Descriptor 

76514  Echo  exam  of  eye  thickness 


Descriptor 

Cmptr  ophth  img  optic 
nerve 


76514 

Echo  exam  of  eye  thickness 

92083 

Visual  field 
examination(s) 

76514 

Echo  exam  of  eye  thickness 

92083 

Visual  field 
examination(s) 

76514 

Echo  exam  of  eye  thickness 

92250 

Eye  exam  with  photos 

76514 

Echo  exam  of  eye  thickness 

92083 

Visual  field 
examination(s) 

76512 

Ophth  us  b  w/non-quant  a 

92134 

Cptr  ophth  dx  img  post 
segmt 

76512 

Ophth  us  b  w/non-quant  a 

92250 

Eye  exam  with  photos 

76514 

Echo  exam  of  eye  thickness 

92286 

Internal  eye  photography 

76514 

Echo  exam  of  eye  thickness 

92134 

Cptr  ophth  dx  img  post 
segmt 

76512 

Ophth  us  b  w/non-quant  a 

92235 

Eye  exam  with  photos 

Code 

Code 

Descriptor 

Code 

Descriptor 

92083 

Visual  field  examination(s) 

92133 

Cmptr  ophth  img  optic 

nerve 

92235 

Eye  exam  with  photos 

92250 

Eye  exam  with  photos 

92083 

Visual  field  examination(s) 

92250 

Eye  exam  with  photos 

92083 

Visual  field  examination(s) 

92134 

Cptr  ophth  dx  img  post 
segmt 

92134 

Cptr  ophth  dx  img  post 
segmt 

92235 

Eye  exam  with  photos 

92134 

Cptr  ophth  dx  img  post 
segmt 

92250 

Eye  exam  with  photos 

92134 

Cptr  ophth  dx  img  post 
segmt 

92235 

Eye  exam  with  photos 

92250 

Eye  exam  with  photos 

92285 

Eye  photography 

92082 

Visual  field  examination(s) 

92250 

Eye  exam  with  photos 

92081 

Visual  field  examination(s) 

92285 

Eye  photography 

Code 


92133 


Cmptr  ophth  img  optic 
nerve 


92250  Eye  exam  with  photos 


92250  Eye  exam  with  photos 

Code  Descriptor 


92250  Eye  exam  with  photos 


BILLING  CODE  4120-01-C 

C.  Malpractice  RVUs 

Section  1848(c)  of  the  Act  requires 
that  each  service  paid  under  the  PFS  be 
comprised  of  three  components:  Work; 
PE;  and  malpractice.  From  1992  to  1999, 
malpractice  RVUs  were  charge-based, 
using  weighted  specialty-specific 


malpractice  expense  percentages  and 
1991  average  allowed  charges. 
Malpractice  RVUs  for  new  codes  after 
1991  were  extrapolated  from  similar 
existing  codes  or  as  a  percentage  of  the 
corresponding  work  RVU.  Section 
4505(f)  of  the  BBA,  which  amended 
section  1848(c)  of  the  Act,  required  us 


to  implement  resource-based 
malpractice  RVUs  for  services  furnished 
beginning  in  2000.  Therefore,  initial 
implementation  of  resource-based 
malpractice  RVUs  occurred  in  2000. 

The  statute  also  requires  that  we 
review  and,  if  necessary,  adjust  RVUs 
no  less  often  than  every  5  years.  The 
first  review  and  update  of  resource- 
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based  malpractice  RVUs  was  addressed 
in  the  CY  2005  PFS  final  rule  with 
comment  period  (69  FR  66263).  Minor 
modifications  to  the  methodology  were 
addressed  in  the  CY  2006  PFS  final  rule 
with  comment  period  (70  FR  70153).  In 
the  CY  2010  PFS  final  rule  with 
comment  period,  we  implemented  the 
second  review  and  update  of 
malpractice  RVUs.  For  a  discussion  of 
the  second  review  and  update  of 
malpractice  RVUs,  see  the  CY  2010  PFS 
proposed  rule  (74  FR  33537)  and  final 
rule  with  comment  period  (74  FR 
61758). 

As  explained  in  the  CY  2011  PFS  final 
rule  with  comment  period  (75  FR 
73208),  malpractice  RVUs  for  new  and 
revised  codes  effective  before  the  next 
Five-Year  Review  of  Malpractice  (for 
example,  effective  CY  2011  through  CY 
2014,  assuming  that  the  next  review  of 
malpractice  RVUs  occurs  for  CY  2015) 
are  determined  either  by  a  direct 
crosswalk  to  a  similar  source  code  or  by 
a  modified  crosswalk  to  account  for 
differences  in  work  RVUs  between  the 
new/revised  code  and  the  source  code. 
For  the  modified  crosswalk  approach, 
we  adjust  (or  “scale”)  the  malpractice 
RVU  for  the  new/revised  code  to  reflect 
the  difference  in  work  RVU  between  the 
source  code  and  the  new/revised  work 
value  (or,  if  greater,  the  clinical  labor 
portion  of  the  fully  implemented  PE 
RVU)  for  the  new  code.  For  example,  if 
the  proposed  work  RVU  for  a  revised 
code  is  10  percent  higher  than  the  work 
RVU  for  its  source  code,  the  malpractice 
RVU  for  the  revised  code  would  be 
increased  by  10  percent  over  the  source 
code  malpractice  RVU.  This  approach 
presumes  the  same  risk  factor  for  the 
new/revised  code  and  source  code  but 
uses  the  work  RVU  for  the  new/revised 
code  to  adjust  for  risk-of-service. 

For  CY  2013,  we  will  continue  our 
current  approach  for  determining 
malpractice  RVUs  for  new/revised 
codes.  We  will  publish  a  list  of  new/ 
revised  codes  and  the  malpractice 
crosswalk(s)  used  for  determining  their 
malpractice  RVUs  in  the  final  rule  with 
comment  period.  The  CY  2013 
malpractice  RVUs  for  new/revised  codes 
will  be  implemented  as  interim  final 
values  in  the  CY  2013  PFS  final  rule 
with  comment  period,  where  they  will 
be  subject  to  public  comment.  They  will 
then  be  finalized  in  the  CY  2014  PFS 
final  rule  with  comment  period. 

D.  Geographic  Practice  Cost  Indices 
(GPCIs) 

1.  Background 

Section  1848(e)(1)(A)  of  the  Act 
requires  us  to  develop  separate 
Geographic  Practice  Cost  Indices 


(GPCIs)  to  measure  resource  cost 
differences  among  localities  compared 
to  the  national  average  for  each  of  the 
three  fee  schedule  components  (that  is, 
work,  practice  expense  (PE),  and 
malpractice  (MP)).  While  requiring  that 
the  PE  and  MP  GPCIs  reflect  the  full 
relative  cost  differences,  section 
1848(e)(l)(A)(iii)  of  the  Act  requires  that 
the  work  GPCIs  reflect  only  one-quarter 
of  the  relative  cost  differences  compared 
to  the  national  average.  In  addition, 
section  1848(e)(1)(G)  of  the  Act  sets  a 
permanent  1.5  work  GPCI  floor  for 
services  furnished  in  Alaska  beginning 
January  1,  2009,  and  section 
1848(e)(l)(I)  of  the  Act  sets  a  permanent 
1.0  PE  GPCI  floor  for  services  furnished 
in  firontier  States  beginning  January  1, 
2011. 

Section  1848(e)(1)(E)  of  the  Act 
provides  for  a  1.0  floor  for  the  work 
GPCIs,  which  was  set  to  expire  at  the 
end  of  2Q11.  The  statute  was  amended 
to  extend  the  1.0  floor  for  the  work 
GPCIs  through  February  29,  2012  by 
section  303  of  the  Temporary  Payroll 
Tax  Cut  Continuation  Act  of  2011 
(TPTCCA)  (Pub.  L.  112-78).  The  statute 
was  again  amended  by  section  3004  of 
the  Middle  Class  Tax  Relief  and  Job 
Creation  Act  of  2012  (MCTRJCA) 

(Pub.  L.  112-399)  to  extend  the  1.0  work 
floor  for  GPCIs  throughout  the 
remainder  of  CY  2012  (that  is,  for 
services  furnished  no  later  than 
December  31,  2012).  During  the 
development  of  the  CY  2012  PFS  final 
rule  with  comment  period,  neither 
TPTCCA  nor  MCTRJCA  had  been 
enacted  and,  because  the  work  GPCI 
floor  was  set  to  expire  at  the  end  of 
2011,  the  GPCIs  published  in 
Addendum  E  of  the  CY  2012  PFS  final 
rule  with  comment  period  did  not 
reflect  the  1.0  work  floor.  Appropriate 
changes  to  the  CY  2012  GPCIs  were 
made  to  reflect  the  1.0  work  floor 
required  by  section  303  of  the  TPTCCA 
and  section  3004  of  the  MCTRJCA. 

Since  the  1.0  work  GPCI  floor 
provided  in  section  1848(e)(1)(E)  of  the 
Act  is  set  to  expire  prior  to  the 
implementation  of  the  CY  2013  PFS,  the 
proposed  CY  2013  work  GPCIs  and 
summarized  geographic  adjustment 
factors  (GAFs)  published  in  addendums 
D  and  E  of  this  CY  2013  PFS  proposed 
rule  do  not  reflect  the  1.0  work  GPCI 
floor  for  CY  2013.  As  required  by 
section  1848(e)(1)(G)  and  section 
1848(e)(l)(I)  of  the  Act,  the  1.5  work 
GPCI  floor  for  Alaska  and  the  1.0  PE 
GPCI  floor  for  frontier  States  are 
applicable  in  CY  2013. 

In  the  CY  2012  PFSi  final  rule  with 
comment  period  we  made  several 
refinements  to  the  GPCIs  (76  FR  73081 
through  73092),  including  revising  the 


sixth  GPCI  update  to  reflect  the  most 
recent  data,  with  modifications. 
Specifically,  we  finalized  our  proposal 
to  change  the  GPCI  cost  share  weights 
for  CY  2012  to  reflect  the  most  recent 
rebased  and  revised  Medicare  Economic 
Index  (MEI).  As  a  result,  the  cost  share 
weight  for  the  work  GPCI  (as  a 
percentage  of  the  total)  was  updated 
from  52.466  percent  to  48.266  percent, 
and  the  cost  share  weight  for  the  PE 
GPCI  was  revised  from  43.669  percent  to 
47.439  percent  with  a  change  in  the 
employee  compensation  component 
from  18.654  to  19.153  percentage  points. 
The  cost  share  weight  for  the  office  rent 
component  of  the  PE  GPCI  was  changed 
from  12.209  percent  to  10.223 
percentage  points  (fixed  capital  with 
utilities),  and  the  medical  equipment, 
supplies,  and  other  miscellaneous 
expenses  component  was  updated  to 
9.968  percentage  points.  In  addition,  we 
finalized  the  weight  for  purchased 
services  at  8.095  percentage  points,  of 
which  5.011  percentage  points  are 
adjusted  for  geographic  cost  differences. 
Lastly,  the  cost  sheire  weight  for  the  MP 
GPCI  was  revised  from  3.865  percent  to 
4.295  percent.  Table  16  displays  the  cost 
share  weights  that  were  finalized  in  the 
CY  2012  final  rule  with  comment 
period.  Note  that  the  employee 
compensation;  office  rent;  purchased 
services;  and  equipment  supplies  and 
other  cost  share  weights  sum  to  the  total 
PE  GPCI  cost  share  weights  of  47.439 
percent. 


Table  16— Cost  Share  Weights 
Finalized  in  CY  2012  GPCI  Update 


Expense  category 

Cost  share 
weights 
(%) 

Physician  Work . 

48.266 

Practice  Expense . 

47.439 

Employee  Compensation . 

19.153 

Office  Rent . 

10.223 

Purchased  Services . 

8.095 

Equipment,  Supplies,  and 
Other . 

9.968 

Malpractice  Insurance  . 

4.295 

We  also  finalized  several  other 
policies  including  the  use  of  2006 
through  2008  American  Community 
Survey  (ACS)  two-bedroom  rental  data 
as  a  proxy  for  the  relative  cost  difference 
in  physician  office  rent.  In  addition,  we 
created  a  purchased  services  index  to 
account  for  labor-related  services  within 
the  “all  other  services”  and  “other 
professional  expenses”  MEI 
components.  In  response  to  public 
coihmenters  who  recommended  that  we 
utilize  Bureau  of  Labor  Statistics  (BLS) 
Occupational  Employment  Statistics 
(DES)  data  to  capture  the  “full  range”  of 
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occupations  included  in  the  offices  of 
physician  industry  to  calculate  the 
nonphysician  employee  wage 
component  (also  referred  to  as  the 
employee  wage  index)  of  the  PE  GPCI, 
we  finalized  a  policy  of  using  100 
percent  of  the  total  wage  share  of 
nonphysician  occupations  in  the  offices 
of  physicicms’  industry  to  calculate  the 
nonphysician  employee  wage 
component  of  the  PE  GPCI. 

2.  Recommendations  From  the  Institute 
of  Medicine 

Concurrent  with  our  GY  2012 
rulemaking  cycle,  the  Institute  of 
Medicine  released  the  final  version  of 
its  first  of  two  anticipated  reports 
entitled  “Geographic  Adjustment  in 
Medicare  Payment:  Phase  I:  Improving 
Accuracy,  Second  Edition”  on 
September  28,  2011.  This  report 
included  an  evaluation  of  the  accuracy 
of  geographic  adjustment  factors  for  the 
hospital  wage  index  and  the  GPCIs,  as 
well  as  the  methodology  and  data  used 
to  calculate  them.  Several  of  the  policies 
that  we  finalized  in  GY  2012  rulemedang 
addressed  several  of  the 
recommendations  contained  in  the 
Institute  of  Medicine’s  first  report. 
Because  we  did  not  have  adequate  time 
to  completely  address  the  Institute  of 
Medicine’s  Phase  I  report 
recommendations  during  CY  2012 
rulemaking,  we  have  included  a 
discussion  in  this  proposed  rule  about 
the  recommendations  that  were  not 
implemented  or  discussed  in  the  CY 
2012  final  rule  with  comment  period. 

We  look  forward  to  receiving  comments 
on  these  recommendations. 

The  Institute  of  Medicine’s  second 
report,  expected  in  summer  2012,  will 
evaluate  the  effects  of  geographic 
adjustment  factors  (hospital  wage  index 
and  GPCIs)  on  the  distribution  of  the 
healthcare  workforce,  quality  of  care, 
population  health,  and  the  ability  to 
provide  efficient,  high  value  care.  We 
did  not  receive  the  Institute  of 
Medicine’s  Phase  II  report  in  time  for 
consideration  for  this  CY  2013  proposed 
rule.  We  intend  to  address  the  Institute 
of  Medicine’s  recommendations  in  the 
Phase  II  report  once  we  have  had  an 
opportunity  to  fully  evaluate  the  report 
and  its  reconunendations. 

3.  GPCI  Discussion  for  CY  2013 

CY  2013  is  theffinal  year  of  the  sixth 
GPCI  update  and,  because  we  will 
propose  updates  next  year,  we  are  not 
including  any  proposals  related  to  the 
GPCIs  in  this  proposed  rule.  In  response 
to  public  inquiries  about  exceptions  to 
the  calculated  GPCIs,  we  are^providing 
a  brief  discussion  about  the  permanent 
1.0  PE  floor  for  frontier  States,  the  1.5  . 


work  floor  for  Alaska,  the  GPCIs  for  the 
Puerto  Rico  payment  locality,  and  the 
expiration  of  the  GPCI  1.0  work  floor 
required  under  section  1848(e)(1)(E)  of 
the  Act.  We  also  discuss 
recommendations  from  the  first  Institute 
of  Medicine  report  that  were  not 
addressed  during  CY  2012  rulemaking 
in  this  proposed  rule. 

a.  Alaska  Work  Floor  and  PE  GPCI  Floor 
for  Frontier  States 

Section  1848(e)(1)(G)  of  the  Act  sets  a 
permanent  1.5  work  GPCI  floor  for 
services  furnished  in  Alaska  beginning 
January  1,  2009.  Therefore,  the  1.5  work 
floor  for  Alaska  will  remain  in  effect  in 
CY  2013.  In  addition,  section 
1848(e)(l)(I)  of  the  Act  establishes  a  1.0 
PE  GPCI  floor  for  physicians’  services 
furnished  in  frontier  States  effective 
January  1,  2011.  In  accordeince  with 
section  1848(e)(l)(I)  of  the  Act, 
beginning  in  CY  2011,  we  applied  a  1.0 
PE  GPCI  floor  for  physicians’  services 
furnished  in  States  determined  to  be 
frontier  States.  There  are  no  proposed 
changes  to  those  States  identified  as 
“Frontier  States”  for  the  CY  2013 
proposed  rule.  The  following  States  are 
considered  to  be  “Frontier  States”  for 
CY  2013:  Montana,  North  Dakota, 
Nevada,  South  Dakota,  and  Wyoming. 

b.  GPCI  Assignments  for  the  Puerto  Rico 
Payment  Locality 

Recently,  we  have  received  inquiries 
from  representatives  of  the  Puerto  Rico 
medical  community  regarding  our 
policies  for  determining  the  GPCIs  for 
the  Puerto  Rico  payment  locality.  While 
we  are  not  making  any  proposals  related 
to  the  GPCIs  for  Puerto  Rico,  in  response 
to  those  inquiries,  we  are  providing  the 
following  discussion  regarding  the 
GPCIs  assigned  to  the  Puerto  Rico 
payment  locality.  We  anticipate 
recalculating  all  the  GPCI’s  in  the 
seventh  GPCI  update  currently 
anticipated  in  CY  2014. 

As  noted  above,  we  are  required  by 
section  1848(e)(1)(A)  of  the  Act  to 
develop  separate  GPCIs  to  measure 
relative  resource  cost  differences  among 
localities  compared  to  the  national 
average  for  each  of  the  three  fee 
schedule  components:  Work,  PE  and 
malpractice  expense.  To  calculate  these 
GPCI  values,  we  rely  on  three  primary 
data  sources.  We  currently  use  the 
2006-2008  BLS  OES  data  to  calculate 
the  work  GPCI,  the  nonphysician 
employee  wage  component  of  PE  GPCI, 
and  the  labor  costs  associated  with  the 
purchased  services  component  of  PE 
GPCI.  We  use  2006-2008  ACS  data  to 
calculate  the  office  rent  component  of 
the  PE  GPCI.  Finally,  we  use  2006-2007 
malpractice  premium  data  to  calculate 


the  MP  GPCI.  For  all  localities, 
including  Puerto  Rico,  we  assume 
equipment,  supplies,  and  other 
expenses  cue  purchased  in  a  national 
market  and  that  the  costs  do  not  vary  by 
geographic  location.  Therefore,  we  do 
not  use  data  on  the  price  of  equipment, 
supplies,  and  expenses  across  localities 
in  calculating  PE  GPCIs.  With  the 
exception  of  the  MP  GPCI,  we  have 
current  data  from  the  applicable  sources 
allowing  us  to  calculate  the  work  and 
PE  GPCIs  for  the  Puerto  Rico  payment 
locality.  The  2006-2008  BLS  OES  data 
and  rental  values  derived  from  the 
2006-2008  ACS  indicate  that  the  costs 
associated  with  operating  a  physician 
practice  in  Puerto  Rico  are  the  lowest 
among  all  payment  localities. 

In  order  to  calculate  the  MP  GPCI  for 
the  various  Medicare  PFS  localities,  we 
collect  malpractice  insurance  market 
share  and  premium  data  from  state 
departments  of  insurance  and  from  state 
rate  filings.  As  discussed  in  our 
contractor’s  report  (Final  Report  on  the 
Sixth  Update  of  the  Geographic  Practice 
Cost  Index  for  the  Medicare  Physician 
Fee  Schedule,  pg.  41),  for  the  fourth, 
fifth,  and  sixth  GPCI  updates  we  were 
not  able  to  collect  this  data  for  the 
Puerto  Rico  payment  locality.  Therefore, 
we  carried  over  the  MP  GPCI  value  of 
0.249  from  previous  GPCI  updates  when 
malpractice  premium  data  were  last 
available.  It  is  important  that  we  have  a 
source  for  more  current  malpractice 
premium  data  for  Puerto  Rico  for  use  in 
the  upcoming  seventh  GPCI  update.  We 
are  working  with  the  relevant  officials 
in  Puerto  Rico  to  acquire  these  data  for 
use  in  future  rulemaking.  We  would 
encourage  comments  from  stakeholders 
regarding  potential  data  sources  that 
may  be  available  for  calculating  the 
Puerto  Rico  malpractice  GPCI.  For  a 
detailed  discussion  regarding  the 
methodology  used  to  calculate  the 
various  components  of  the  Puerto  Rico 
GPCIs,  we  refer  readers  to  our 
contractor’s  report  from  November  of 
2010  entitled  “Final  Report  on  the  Sixth 
Update  of  the  Geographic  Practice  Cost 
Index  for  the  Medicare  Physician  Fee 
Schedule”  available  on  our  Web  site  at 
http://www.cms.gov/ 
PhysicianFeeSched/downloads/ 
GPCI_Report.pdf. 

c.  Expiration  of  GPCI  Work  Floor 

The  work  GPCIs  are  designed  to 
capture  the  relative  costs  of  physician 
labor  by  Medicare  PFS  locality. 
Previously,  the  work  GPCIs  were 
developed  using  the  median  hourly 
earnings  from  the  2000  Census  of 
workers  in  seven  professional  specialty 
occupation  categories  which  we  used  as 
a  proxy  for  physicians’  wages. 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules  44755 


Physicicins’  wages  are  not  included  in 
the  occupation  categories  because 
Medicare  payments  are  a  key 
determinant  of  physicians’  earnings. 

That  is,  including  physicians’  wages  in 
the  work  GPCls  would  effectively  make 
the  indices  dependent  upon  Medicare 
payments.  As  required  by  law,  the  work 
GPCI  reflects  one  quarter  of  the  relative 
wage  differences  for  each  locality 
compared  to  the  national  average.  The 
work  GPCI  updates  in  CYs  2001,  2003, 
2005,  and  2008  were  based  on 
professional  earnings  data  from  the  2000 
Census.  For  the  sixth  GPCI  update  in  CY 
2011,  we  used  the  2006  through  2008 
BLS  OES  data  as  a  replacement  for  the 
2000  Census  data. 

Although  we  are  not  proposing  any 
changes  to  the  data  or  methodology 
used  to  calculate  the  work  GPCI  for  CY 
2013,  we  note  that  addenda  D  and  E  will 
reflect  the  expiration  of  the  statutory  1.0 
work  GPCI  floor.  As  noted  above, 
section  1848(e)(1)(E)  of  the  Act  provides 
for  a  1.0  floor  for  the  work  GPCls,  which 
was  set  to  expire  at  the  end  of  2011  until 
it  was  temporarily  extended  through 
February  29,  2012  by  section  303  of  the 
TPTCCA.  The  GPCI  work  floor  was 
extended  throughout  the  remainder  of 
CY  2012  by  section  3004  of  the 
MCTRJCA. 

4.  Institute  of  Medicine  Phase  I  Report 
a.  Background 

At  our  request,  the  Institute  of 
Medicine  is  conducting  a  study  of  the 
geographic  adjustment  factors  in 
Medicare  payment.  It  is  a 
comprehensive  empirical  study  of  the 
geographic  adjustment  factors 
established  under  sections  1848(e) 
(GPCI)  and  1886(d)(3)(E)  of  the  Act 
(hospital  wage  index).  These 
adjustments  are  designed  to  ensure 
Medicare  payment  fees  and  rates  reflect 
differences  in  input  costs  across 
geographic  areas.  The  factors  the 
Institute  of  Medicine  is  evaluating 
include  the  following: 

•  Accuracy  of  the  adjustment  factors; 

•  Methodology  used  to  determine  the 
adjustment  factors;  and 

•  Sources  of  data  and  the  degree  to 
which  such  data  are  representative. 

Within  the  context  of  the  U.S. 
healthcare  marketplace,  the  Institute  of 
Medicine  is  also  evaluating  and 
considering  the — 

•  Effect  of  the  adjustment  factors  on 
the  level  and  distribution  of  the  health 
care  workforce  and  resources, 
including — 

++  Recruitment  and  retention  taking 
into  account  mobility  between  urban 
and  rural  areas; 


++  Ability  of  hospitals  and  other 
facilities  to  maintain  an  adequate  and 
skilled  workforce;  and 

++  Patient  access  to  providers  and 
needed  medical  technologies; 

•  Effect  of  adjustment  factors  on 
population  health  and  quality  of  care; 
and 

•  Effect  of  the  adjustment  factors  on 
the  ability  of  providers  to  furnish 
efficient,  high  value  care. 

The  Institute  of  Medicine’s  first  report 
entitled  “Geographic  Adjustment  in 
Medicare  Payment,  Phase  I:  Improving 
Accuracy”  evaluated  the  accuracy  of 
geographic  adjustment  factors  and  the 
methodology  and  data  used  to  calculate 
them.  The  recommendations  included 
in  the  Institute  of  Medicine’s  Phase  I 
report  that  relate  to  or  would  have  an 
effect  on  the  methodologies  used  to 
calculate  the  GPCls  and  the 
configuration  of  Medicare  PFS  payment 
locality  structure  are  summarized  as 
follows: 

•  Recommendation  2-1:  The  same 
labor  market  definition  should  be  used 
for  both  the  hospital  wage  index  and  the 
physician  geographic  adjustment  factor. 
Metropolitan  statistical  areas  and 
statewide  non-metropolitan  statistical 
areas  should  serve  as  the  basis  for 
defining  these  labor  markets. 

•  Recommendation  2-2:  The  data 
used  to  construct  the  hospital  wage 
index  and  the  physician  geographic 
adjustment  factor  should  come  from  all 
health  care  employers. 

•  Recommendation  5-1:  The  GPCI 
cost  share  weights  for  adjusting  fee-for- 
service  payments  to  practitioners  should 
continue  to  be  national,  including  the 
three  GPCls  (work,  PE,  and  liability 
insurance)  and  the  categories  within  the 
PE  (office  rent  and  personnel). 

•  Recommendation  5-2:  Proxies 
should  continue  to  be  used  to  measure 
geographic  variation  in  the  physician 
work  adjustment,  but  CMS  should 
determine  whether  the  seven  proxies 
currently  in  use  should  be  modified. 

•  Recommendation  5-3:  CMS  should 
consider  an  alternative  method  for 
setting  the  percentage  of  the  work 
adjustment  based  on  a  systematic 
empirical  process. 

•.  Recommendation  5—4:  The  PE  GPCI 
should  be  constructed  with  the  full 
range  of  occupations  employed  in 
physicians’  offices,  each  with  a  fixed 
national  weight  based  on  the  hours  of 
each  occupation  employed  in 
physicians’  offices  nationwide. 

«  Recommendation  5-5  CMS  and  the 
Bureau  of  Labor  Statistics  should 
develop  an  agreement  allowing  the 
Bureau  of  Labor  Statistics  to  analyze 
confidential  data  for  the  Centers  for 
Medicare  &  and  Medicaid  Services. 


•  Recommendation  5-6:  A  new 
source  of  information  should  be 
developed  to  determine  the  variation  in 
the  price  of  commercial  office  rent  per 
square  foot. 

•  Recommendation  5-7:  Nonclinical 
labor-related  expenses  currently 
included  under  PE  office  expenses 
should  be  geographically  adjusted  as 
part  of  the  wage  component  of  the  PE. 

This  report  can  be  accessed  on  the 
Institute  of  Medicine ’s  Web  site  at 
http://www.iom.edu/Reports/201 1/ 
Geographic-Adjustment-in-Medicare- 
Paymen  t-Phase-I-Im  proving- 
Accuracy.aspx. 

As  previously  noted,  the  Institute  of 
Medicine  will  consider  the  role  of 
Medicare  payments  on  matters  such  as 
the  distribution  of  the  healthcare 
workforce,  population  health,  and  the 
ability  of  providers  to  produce  high- 
value,  high-quality  health  care  in  its 
final  report  anticipated  in  summer  2012. 
We  were  not  able  to  evaluate  the 
recommendations  contained  in  the 
Institute  of  Medicine’s  Phase  II  report, 
in  time  for  discussion  in  this  proposed 
rule. 

b.  Institute  of  Medicine 
Recommendations  Implemented  in  CY 
2012 

In  the  CY  2012  final  rule  with 
comment  period,  we  addressed  three  of 
the  recommendations  offered  by  the 
Institute  of  Medicine  in  their  Phase  I 
report.  Specifically,  the  final  CY  2012 
GPCls  utilized  the  full  range  of  non¬ 
physician  occupations  in  the  employee 
wage  calculation  consistent  with 
Institute  of  Medicine  recommendation 
5—4.  Additionally,  we  created  a  new 
purchased  service  index  to  account  for 
non-clinical  labor  related  expenses 
similar  to  Institute  of  Medicine 
recommendation  5-7.  Lastly,  we  have 
consistently  used  national  cost  share 
weights  to  determine  the  appropriate 
weight  attributed  to  each  GPCI 
component,  which  is  supported  by 
Institute  of  Medicine  recommendation 
5-1  (76  FR  73081  through  73092).  In 
order  to  facilitate  a  public  discussion 
regarding  the  Institute  of  Medicine’s 
remaining  recommendations,  we  are 
providing  a  summary  analysis  of  these 
recommendations  in  this  proposed  rule 
below.  We  will  provide  our  technical 
analyses  of  the  remaining  Institute  of 
Medicine  Phase  I  recommendations  in  a 
report  that  will  be  released  on  the  PFS 
Web  site  at  http://www.cms.gov/ 
PhysicianFeeSched.  Since  we  have  not 
yet  had  an  opportunity  to  review  the 
recommendations  in  the  Institute  of 
Medicine’s  Phase  II  report,  these 
analyses  focus  exclusively  on  the 
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recommendations  as  presented  in  the 
Institute  of  Medicine’s  Phase  I  release. 

c.  Discussion  of  Remaining  Institute  of 
Medicine  Recommendations 

(1)  Institute  of  Medicine 
Recommendation  Summaries 

(A)  Institute  of  Medicine 
recommendation  2-1 :  The  same  labor 
market  dehnition  should  be  used  for 
both  the  hospital  wage  index  and  the 
physician  geographic  adjustment  factor. 
Metropolitan  statistical  areas  and 
statewide  non-metropolitan  statistical 
areas  should  serve  as  the  basis  for 
defining  these  labor  markets. 

(Geographic  Adjustment  in  Medicare 
Payment,  Phase  I:  Improving  Accuracy, 
pages  2-1  thru  2-29) 

(i)  Locality  Background 

The  current  PFS  locality  structure  was 
developed  and  implemented  in  1997. 
There  are  currently  89  total  PFS 
localities;  34  localities  are  Statewide 
areas  (that  is,  only  one  locality  for  the 
entire  State).  There  are  52  localities  in 
the  other  16  States,  with  10  States 
having  2  localities,  2  States  having  3 
localities,  1  State  having  4  localities, 
and  3  States  having  5  or  more  localities. 
The  District  of  Columbia,  Maryland,  and 
Virginia  suburbs,  Puerto  Rico,  and  the 
Virgin  Islands  are  additional  localities 
that  make  up  the  remainder  of  the  total 
of  89  localities.  The  development  of  the 
current  locality  structure  is  described  in 
detail  in  the  CY  1997  PFS  proposed  rule 
(61  FR  34615)  and  the  subsequent  final 
rule  with  comment  period  (61  FR 
59494). 

Prior  to  1992,  Medicare  payments  for 
physicians’  services  were  made  under 
the  reasonable  charge  system.  Payments 
were  based  on  the  charging  patterns  of 
physicians.  This  resulted  in  large 
differences  among  types  of  services, 
geographic  payment  areas,  and 
physician  specialties.  Recognizing  this, 
the  Congress  replaced  the  reasonable 
charge  system  with  the  Medicare  PFS  in 
the  Omnibus  Budget  Reconciliation  Act 
(OBRA)  of  1989,  effective  January  1, 
1992.  Payments  under  the  fee  schedule 
are  based  on  the  relative  resources 
required  to  provide  services  and  vary 
among  areas  as  resource  costs  vary 
geographically  as  measured  by  the 
GPCIs. 

Payment  localities  were  established 
under  the  reasonable  charge  system  by 
local  Medicare  carriers  based  on  their 
knowledge  of  local  physician  charging 
patterns  and  economic  conditions. 

These  localities  changed  little  between 
the  inception  of  Medicare  in  1967  and 
the  beginning  of  the  PFS.  As  a  result,  a 
study  was  begun  in  1994  which  resulted 


in  a  comprehensive  locality  revision, 
which  was  implemented  in  1997  (61  FR 
59494). 

The  revised  locality  structure  reduced 
the  number  of  localities  from  210  to  the 
current  89  and  the  number  of  statewide 
localities  increased  from  22  to  34,  The 
revised  localities  were  based  on  locality 
resource  cost  differences  as  reflected  by 
the  GPCIs.  A  full  discussion  of  the 
methodology  can  be  found  in  the  CY 
1997  PFS  final  rule  with  comment 
period  (61  FR  59494).  The  current  89  fee 
schedule  areas  are  defined  alternatively 
by  state  boundaries  (for  example, 
Wisconsin),  metropolitan  areas  (for 
example.  Metropolitan  St.  Louis,  MO), 
portions  of  a  metropolitan  area  (for 
example,  Manhattan),  or  rest-of-state 
areas  that  exclude  metropolitan  areas 
(for  example.  Rest  of  Missouri).  This 
locality  configuration  is  used  to 
calculate  the  GPCIs  that  are  in  turn  used 
to  calculate  payments  for  physicians’ 
services  under  the  PFS. 

As  was  stated  in  the  CY  2011  final 
rule  with  comment  period  (75  FR 
73261),  we  currently  require  that 
changes  to  the  PFS  locality  structure  be 
done  in  a  budget  neutral  manner  within 
a  state.  For  many  years,  we  have  sought 
consensus  for  any  locality  changes 
among  the  professionals  whose 
payments  would  be  affected.  We  have 
also  considered  more  comprehensive 
changes  to  locality  configurations.  In 
2008,  we  issued  a  draft  comprehensive 
report  detailing  four  different  locality 
configuration  options  [http:// 
www.cms.gov/physicianfeesched/ 
downloads/ReviewOf AltGPCIs.pdf].  The 
alternative  locality  configurations  in  the 
report  are  described  below. 

•  Option  1 :  CMS  Core-Based 
Statistical  Area  (CBSA)  Payment 
Locality  Configuration:  CBSAs  are  a 
combination  of  Office  of  Management 
and  Budget  (OMB’s)  Metropolitan 
Statistical  Areas  (MSAs)  and  their 
Micropolitan  Statistical  Areas.  Under 
this  option,  MSAs  would  be  considered 
as  urban  CBSAs.  Micropolitan 
Statistical  Areas  (as  defined  by  OMB) 
and  rural  areas  would  be  considered  as 
non-urban  (rest  of  State)  CBSAs.  This 
approach  would  be  consistent  with  the 
areas  used  in  the  Inpatient  Prospective 
Payment  System  (IPPS)  pre¬ 
reclassification  wage  index,  which  is  the 
hospital  wage  index  for  a  geographic 
area  (CBSA  or  non-CBSA)  calculated 
from  submitted  hospital  cost  report  data 
before  statutory  adjustments 
reconfigure,  or  “reclassify”  a  hospital  to 
an  area  other  than  its  geographic 
location,  to  adjust  payments  for 
difference  in  local  resource  costs  in 
other  Medicare  payment  systems.  Based 
on  data  used  in  the  2008  locality  report. 


this  option  would  increase  the  number 
of  PFS  localities  from  89  to  439. 

•  Option  2:  Separate  High-Cost 
Counties  from  Existing  Localities 
(Separate  Counties):  Under  this 
approach,  higher  cost  counties  are 
removed  from  their  existing  locality 
structure,  and  they  would  each  be 
placed  into  their  own  locality.  This 
option  would  increase  the  number  of 
PFS  localities  from  89  to  214,  using  a 
5  percent  GAF  differential  to  separate 
high-cost  counties. 

•  Option  3:  Separate  MSAs  from 
Statewide  Localities  (Separate  MSAs): 
This  option  begins  with  statewide 
localities  and  creates  separate  localities 
for  higher  cost  MSAs  (rather  than 
removing  higher  cost  counties  from 
their  existing  locality  as  described  in 
Option  2).  This  option  would  increase 
the  number  of  PFS  localities  from  89  to 
130,  using  a  5  percent  GAF  differential 
to  separate  high-cost  MSAs. 

•  Option  4:  Croup  Counties  Within  a 
State  Inti)  Locality  Tiers  Based  on  Costs 
(Statewide  Tiers):  This  option  creates 
tiers  of  counties  (within  each  State)  that 
may  or  may  not  be  contiguous  but  share 
similar  practice  costs.  This  option 
would  increase  the  number  of  PFS 
localities  from  89  to  140,  using  a 

5  percent  GAF  differential  to  group 
similar  counties  into  statewide  tiers. 

For  a  detailed  discussion  of  the  public 
comments  on  the  contractor’s  2008  draft 
report  detailing  four  different  locality 
configurations,  we  refer  readers  to  the 
-  CY  2010  PFS  proposed  rule  (74  FR 
33534)  and  subsequent  final  rule  with 
comment  period  (74  FR  61757).  There 
was  no  public  consensus  on  the  options, 
although  a  number  of  commenters 
expressed  support  for  Option  3  (separate 
MSAs  from  Statewide  localities) 
because  the  commenters  believed  this 
alternative  would  improve  payment 
accuracy  and  could  mitigate  potential 
reductions  to  rural  areas  compared  to 
Option  1  (CMS  CBSAs). 

In  response  to  some  public  comments 
regarding  the  third  of  the  four  locality 
options,  we  had  our  contractor  conduct 
an  analysis  of  the  impacts  that  would 
result  from  the  application  of  Option  3. 
Those  results  were  displayed  in  the 
final  locality  report  released  in  2011. 
The  final  report,  entitled  “Review  of 
Alternative  GPCI  Payment  Locality 
Structures — Final  Report,”  is  accessible 
from  the  CMS  PFS  Web  page  under  the 
heading  “Review  of  Alternative  GPCI 
Payment  Locality  Structures — Final 
Report.”  The  report  may  also  be 
accessed  directly  from  the  following 
link:  http://www.cms.gov/PhysicianFee 
Sched/downIoads/Alt_CPCI_Payment_ 
Locali  ty_Structures_Review.pdf. 
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(ii)  Institute  of  Medicine 
Recommendation  Discussion 

The  Institute  of  Medicine 
recommends  altering  the  current 
locality  structure  that  was  originally 
based  on  areas  set  by  local  contractors 
and,  in  1996,  reduced  from  210  to 
current  89  using  a  systematic  iterative 
methodology.  Rather  than  using  the 
current  uniform  fee  schedule  areas  in 
adjusting  for  relative  cost  differences  as 
compared  to  the  national  average,  the 
Institute  of  Medicine  recommends  a 
three-tiered  system  for  defining  fee 
schedule  areas.  In  the  first  tier,  the 
Institute  of  Medicine  proposes  applying 
county-based  fee  schedule  areas  to 
calculate  the  employee  wage  component 
of  the  PE  GPCI.  Although  the  Institute 
of  Medicine’s  report  states  that  it 
recommends  that  “Metropolitan 
statistical  areas  and  statewide  non¬ 
metropolitan  statistical  areas  should 
serve  as  the  basis  for  defining  these 
labor  markets,”  the  Institute  of  Medicine 
also  recommends  applying  an  out- 
commuting  adjustment,  which  would 
permit  employee  wage  index  values  to 
vary  by  county.  Since  the  employee 
wage  index  is  one  component  of  the  PE 
GPCI,  these  values  also  would  vary  by 
county  under  the  Institute  of  Medicine’s 
proposal. 

To  understand  why  the  employee 
wage  index  would  vary  by  county  under 
the  Institute  of  Medicine’s 
recommendation,  consider  the  three 
steps  that  would  be  required  to  calculate 
the  employee  wage  index.  The  first  step 
calculates  the  average  hourly  wage 
(AHW)  for  workers  employed  in  each 
MSA  or  residual  (rest  of  state)  area.  The 
wages  of  workers  in  each  occupation  are 
weighted  by  the  number  of  workers 
employed  in  physicians’  offices 
nationally.  The  second  step  applies  a 
commuting-based  smoothing  adjustment 
to  create  area  index  wages  for  each 
county.  The  commuting-adjusted  county 
index  wages  are  equal  to  a  weighted 
average  of  the  AHW  values  calculated  in 
the  first  step,  where  the  weights  are 
county-to-MSA  out-commuting  patterns. 
The  Institute  of  Medicine’s  out- 
commuting-based  weights  equal  the 
share  of  health  care  workers  that  live  in 
a  county  where  a  physician’s  office  is 
located  who  commute  out  of  the  county 
to  work  in  a  physician  office  in  each 
MSA.  The  third  step  sets  each 
physician’s  employee  index  wage  equal 
to  the  estimated  area  index  wage 
(calculated  in  Step  2)  of  the  county  in 
which  the  physician  office  is  located. 
Because  the  out-commuting  adjustment 
envisioned  by  the  Institute  of  Medicine 
in  the  second  step  varies  by  county,  the 
employee  wage  index  value — and  thus 


the  PE  GPCI  as  a  whole — would  also 
potentially  vary  by  county  depending 
on  the  smoothing  option  chosen.  If 
implemented,  the  number  of  employee 
wage  index  payment  areas  could 
potentially  increase  from  89  to  over 
3,000. 

The  Institute  of  Medicine’s  second 
tier  of  fee  schedule  areas  would  use  an 
MSA-based  approach.  The  Institute  of 
Medicine  proposes  using  the  MSA- 
based  system  for  the  work  GPCI,  the 
office  rent  index,  the  purchased  services 
index,  and  the  MP  GPCI.  An  MSA  is 
made  up  of  one  or  more  counties, 
including  the  counties  that  contain  the 
core  urban  area  with  a  population  of 
50,000  or  more,  as  well  as  surrounding 
counties  that  exhibit  a  high  degree  of 
social  and  economic  integration  (as 
measured  by  commuting  patterns)  with 
the  urban  core.  MSAs  are  designed  to  be 
socially  and  economically  integrated 
units  based  on  the  share  of  workers  who 
commute  to  work  within  the  urban  core 
of  each  MSA.  Implementing  an  MSA- 
based  locality  structure  would  expand 
the  number  of  fee  schedule  areas  from 
89  to  upwards  of  400  plus  additional 
MSAs  for  U.S.  territories  (for  example. 
Virgin  Islands,  American  Samoa,  Guam, 
Northern  Marianna  Islands). 

In  its  third  payment  area  tier,  the 
Institute  of  Medicine  proposes  creating 
a  national  payment  area  for  the 
“equipment,  supplies  and  other”  index. 
We  currently  do  not  adjust  PEs 
associated  with  supplies  and  equipment 
since  we  believe  they  are  typically 
purchased  in  a  national  market.  Thus, 
this  approach  is  equivalent  to  using  a 
national  fee  schedule  area  to  define  this 
index.  The  Institute  of  Medicine 
proposes  no  change  to  the  fee  schedule 
area  used  to  compute  the  “equipment, 
supplies  and  other”  index. 

Based  on  our  contractor’s  analysis, 
there  would  be  significant  redistributive 
impacts  if  we  were  to  implement  a 
policy  that  would  reconfigure  the  PFS 
localities  based  on  the  Institute  of 
Medicine’s  three-tiered 
recommendation.  Many  rural  areas  , 
would  see  substantial  decreases  in  their 
corresponding  GAP  and  GPCI  values  as 
higher  cost  counties  are  removed  from 
current  “Rest  of  State”  payment  areas. 
Conversely,  many  urban  areas, 
especially  those  areas  that  are  currently 
designated  as  “Rest  of  State”  but  reside 
within  higher  cost  MSAs,  would 
experience  increases  in  their  applicable 
GPCIs  and  GAFs. 

The  localities  used  to  calculate  the 
GPCIs  have  been  a  subject  of  substantial 
discussion  and  debate  since  the 
implementation  of  the  PFS.  The 
intensity  of  those  discussions  has 
increased  since  the  last  comprehensive 


update  to  the  locality  structure  in  1997. 
Physicians  and  other  suppliers  in  areas 
such  as  Santa  Cruz  County,  California 
and  Prince  William  County,  Virginia 
have  expressed  concern  that  the  current 
locality  structure  does  not  appropriately 
capture  economic  and  demographic 
shifts  that  have  taken  place  since  the 
last  PFS  locality  update.  On  the  other 
hand,  rural  practitioners  have  argued 
that  revisions  to  the  current  PFS 
payment  localities  will  reduce  their 
payments  and  exacerbate  the  problems 
of  attracting  physicians  and  other 
practitioners  to  rural  areas.  In  the  past, 
we  have  also  heard  concerns  from 
representatives  of  some  statewide 
localities  regarding  the  potential 
implications  of  adopting  an  alternative 
locality  structure  that  would  change 
their  current  statewide  payment  area 
(74  FR  33536). 

The  Institute  of  Medicine  stated  in  its 
Phase  I  report  regarding  its  locality 
recommendation  that,  “While  the 
payment  areas  would  stay  the  same  for 
the  HWI  (hospital  wage  index), 
implementing  this  recommendation 
would  mean  that  the  GPCI  payment 
areas  would  expand  from  89  to  441 
areas,  which  would  be  a  significant 
change.  The  impact  of  the  change  in 
payment  areas  will  be  assessed  in  the. 
Phase  II  report.”  (“Geographic 
Adjustment  in  Medicare  Payment:  Phase 
I:  Improving  Accuracy,  Second  Edition” 
on  September  28,  2011,  pg  5-6.) 
Moreover,  the  Institute  of  Medicine’s 
Phase  II  report  will  evaluate  the  effects 
of  geographic  adjustment  factors  on  the 
distribution  of  the  healthcare  workforce, 
quality  of  care,  population  health,  and 
the  ability  to  provide  efficient,  high 
value  care.  Over  the  years,  commenters 
that  have  opposed  revisions  to  localities 
have  claimed  that  changes  to  the  PFS 
areas  could  have  a  significant  impact  on 
the  ability  of  rural  areas  to  attract 
physicians.  Gertainly,  one  of  our  major 
goals  when  we  last  comprehensively 
revised  the  Medicare  PFS  localities  in 
1996  was  to  avoid  excessively  large 
urban/rural  payment  differences  (61  FR 
59494).  In  1996,  we  were  hopeful  that 
the  revisions  would  improve  access  to 
care  for  rural  areas  (61  FR  59494).  Some 
areas  may  have  experienced  both 
economic  and  demographic  shifts  since 
the  last  comprehensive  locality  update. 
Before  moving  forward  with  the 
Institute  of  Medicine’s  three  tiered 
locality  recommendation,  gr  any  other 
potential  locality  revision,  we  need  to 
assess,  and  prepare  to  inform  the  public 
of,  the  impact  of  any  change  for  all 
Medicare  stakeholders.  The  Institute  of 
Medicine’s  Phase  II  report,  scheduled 
for  release  this  summer  2012,  should 
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contain  an  evaluation  of  many  of  these 
important  factors  including: 

•  The  effect  of  the  adjustment  factors 
on  the  level  and  distribution  of  the 
health  Ccire  workforce  and  resources, 
including — 

++  Recruitment  and  retention  taking 
into  account  mobility  between  urban 
and  rural  areas; 

++  Ability  for  hospitals  and  other 
facilities  to  maintain  an  adequate  and 
skilled  workforce; 

++  Patient  access  to  providers  and 
needed  medical  technologies; 

++  Effect  of  adjustment  factors  on 
population  health  and  quality  of  care; 
and 

++  Effect  of  adjustment  factors  on  the 
ability  of  providers  to  furnish  efficient, 
high  value  care. 

To  fully  assess  the  broader  public 
policy  implications  associated  with  the 
Institute  of  Medicine’s  locality 
recommendation,  we  must  first  fully 
assess  and  analyze  the 
recommendations  contained  in  the 
Institute  of  Medicine’s  phase  II  report. 
Accordingly,  we  believe  that  it  would  be 
premature  to  propose  any  change  to  the 
PFS  localities  at  this  time. 

In  conjunction  with  a  specific 
proposal  for  changing  the  locality 
configuration  during  future  rulemaking, 
we  would  provide  detailed  analysis  on 
the  impact  of  the  changes  for  physicians 
in  each  county.  We  would  also  provide 
opportunities  for  public  input  (for 
example,  Town  Hall  meetings  or  Open 
Door  Forums),  as  well  as  opportunities 
for  public  comments  afforded  by  the 
rulemaking  process. 

While  we  are  making  no  proposal  in 
this  proposed  rule  to  change  the  current 
locality  configuration,  we  are  seeking 
public  comment  regarding  Institute  of 
Medicine’s  recommended  three-tiered 
PFS  payment  locality  definition.  In 
addition,  we  will  make  our  technical 
analyses  of  the  Institute  of  Medicine 
locality  recommendations,  specific  to 
the  Phase  I  report,  available  on  the  PFS 
Web  site  at  http://wwwjcms.gov/ 
PhysicianFeeSch  ed/. 

(B)  Institute  of  Medicine 
Recommendation  2-2:  The  data  used  to 
construct  the  hospital  wage  index  and 
the  physician  geographic  adjustment 
factor  should  come  from  all  healthcare 
employers  (Geographic  Adjustment  in 
Medicare  Payment,  Phase  I:  Improving 
Accuracy,  pages  2-1  thru  2-29)  and; 
Recommendation  5-5  CMS  and  the 
Bureau  of  Labor  Statistics  should 
develop  an  agreement  allowing  the 
Bureau  of  Labor  Statistics  to  analyze 
confidential  data  for  the  Centers  for 
Medicare  and  Medicaid  Services. 
(Geographic  Adjustment  in  Medicare 


Payment,  Phase  I:  Improving  Accuracy, 
pg  5-38.) 

The  Institute  of  Medicine 
recommends  altering  the  data  used  to 
calculate  the  employee  wage  index. 
Specifically,  Institute  of  Medicine 
recommends  using  wage  data  for 
workers  in  the  healthcare  industry 
rather  than  wage  data  for  workers  across 
all-industries.  Although  all-industry 
wage  data  has  the  largest  sample  size, 
the  Institute  of  Medicine  “  *  *  *  is 
concerned  that  the  [all-industry]  sample 
does  not  represent  physician  offices.” 
BLS  QES  occupation  wage  data  by  MSA, 
however,  are  not  publicly  available  for 
the  healthcare  industry.  Using 
healthcare-industry  wages  requires  the 
use  of  confidential  BLS  OES  data,  to 
which  CMS  does  not  have  access  at  this 
time.  Although  the  Institute  of  Medicine 
recommends  that  CMS  secure  an 
agreement  with  BLS  to  use  the 
confidential  wage  data,  the  current 
employee  wage  index  relies  on  publicly- 
available  all-industry  wage  data.  We 
seek  comment  on  the  use  of  confidential 
employee  wage  index  data  rather  than 
the  publicly  available  all-industry  wage 
data. 

Regardless  of  whether  healthcare- 
industry  or  all-industry  wage  data  is 
used,  the  Institute  of  Medicine 
recommends  following  the  current 
approach  adopted  by  CMS  in  CY  2012 
for  calculating  the  employee  wage 
index.  This  approach  constructs  the 
employee  wage  index  as  a  weighted 
average  of  occupation  wages  for  the  full- 
range  of  occupations  employed  in 
physicians’  offices,  where  the  weights 
are  equal  to  the  fixed  national  weight 
based  on  the  hours  of  each  occupation 
employed  in  physicians’  offices 
nationwide.  We  adopted  this  approach 
for  calculating  the  GPCI  employee  wage 
index  in  the  CY  2012  PFS  final  rule 
with  comment  period  (76  FR  73088). 

(C)  Institute  of  Medicine 
recommendation  5-2:  Proxies  should 
continue  to  be  used  to  measure 
geographic  variation  in  the  physician 
work  adjustment,  but  CMS  should 
determine  whether  the  seven  proxies 
currently  in  use  should  be  modified 
(Geographic  Adjustment  in  Medicare 
Payment,  Phase  I:  Improving  Accuracy, 
pg  5-36)  and;  Recommendation  5-3: 
CMS  should  consider  an  alternative 
method  for  setting  the  percentage  of  the 
work  adjustment  based  on  a  systematic 
empirical  process.  (Geographic 
Adjustment  in  Medicare  Payment,  Phase 
I:  Improving  Accuracy,  pages  5-36  thru 
5-37.) 

The  Institute  of  Medicine 
recommends  replacing  the  current  work 
GPCI  methodology  with  a  regression- 
based  approach.  We  currently  use  three 


steps  to  calculate  the  work  GPCI.  These 
steps  include: 

(1)  Selecting  the  proxy  occupations 
and  calculating  an  occupation-specific 
index  for  each  proxy; 

(2)  Assigning  weights  to  each  proxy- 
occupation  index  based  on  the  each 
occupation’s  share  of  total  national 
wages  to  create  an  aggregate  proxy- 
occupation  index;  and 

(3)  Adjusting  the  aggregate  proxy- 
occupation  index  by  a  physician 
inclusion  factor  to  calculate  the  final 
work  GPCI. 

By  using  this  approach,  the  current 
methodology  reduces  the  circularity 
problem  that  occurs  when  work  GPCI 
values  are  based  on  direct 
measurements  of  physician  earnings. 
Because  physician  earnings  are  made  up 
of  both  wages  and  a  return  on 
investment  from  ownership  of  the 
physician  practice,  calculating  the  work 
GPCI  using  physician  earnings 
information  would  assign  areas  where 
physician  practices  are  more  profitable 
higher  work  GPCI  values.  Although  the 
Institute  of  Medicine  recommends  that 
we  continue  to  use  proxy  occupations  in 
the  work  GPCI  methodology,  its 
regression-based  approach  alters  each  of 
the  three  steps  described  above. 

To  modify  the  first  step,  the  Institute 
of  Medicine  recommends  that  we 
empirically  evaluate  the  validity  of 
seven  proxy  occupations  we  currently 
use.  The  current  proxy  occupations  in 
the  work  GPCI  are  intended  to  represent 
highly  educated,  professional  employee 
categories.  Although  the  Institute  of 
Medicine  recommends  re-evaluating  the 
proxy  occupations  used  in  the  work 
GPCI,  it  does  not  define  specific  criteria 
to  use  for  this  purpose. 

To  modify  the  second  step,  the 
Institute  of  Medicine  recommends  using 
a  regression-based  approach  to  weight 
the  selected  proxy  occupation  indices 
based  on  their  correlation  with 
physician  earnings.  This  Institute  of 
Medicine  proposal  would  replace  the 
current  approach  where  occupations  are 
weighted  by  the  size  of  their  share  of 
total  national  wages.  Such  an  approach 
presumes  that  wages  for  proxy 
occupations  are  not  related  to  physician 
profits. 

Finally,  the  Institute  of  Medicine 
proposes  an  empirically-based  approach 
to  determine  the  inclusion  factor  for 
work.  The  inclusion  factor  for  work 
refers  to  section  1848(e)(l)(A)(iii)  of  the 
Act  requiring  that  the  work  GPCI  reflect 
only  25  percent  of  the  difference 
between  the  relative  value  of 
physicians’  work  effort  in  each  locality  ^ 
and  the  national  average  of  such  work 
effort.  Therefore,  under  current  law, 
only  one  quarter  of  the  measured 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


44759 


regional  variation  in  physician  wages  is 
incorporated  into  the  work  GPCI.  The 
Institute  of  Medicine  recommends 
calculating  an  inclusion  factor  based  on 
the  predicted  values  of  the  regression 
described  above.  Under  the  Institute  of 
Medicine’s  approach,  the  inclusion 
factor  is  larger  when  the  proxy 
occupations  have  a  higher  correlation 
with  physicians’  earnings  and  smaller 
when  the  proxy  occupations  have  a 
lower  correlation  with  physicians’ 
earnings.  We  note  that  using  such  an 
empirical  approach  to  weight  the  proxy 
occupation  indices  and  to  estimate  the 
inclusion  factor  requires  the 
identification  of  a  viable  source  of 
physician  wage  information  in  addition 
to  the  wage  information  of  proxy 
occupations  to  accurately  measure 
regional  variation  in  physician  wages. 

We  seek  comment  on  the  Institute  of 
Medicine  recommendations  to  revise 
the  work  GPCI  methodology.  In 
addition,  we  look  forward  to  the 
MedPAC  study  on  this  issue  required 
under  section  3004  of  the  MCTRJCA. 
This  study  will  assess  whether  any 
geographic  adjustment  to  physician 
work  is  appropriate  and,  if  so,  what  the 
level  should  be  and  where  it  should  be 
applied. 

(D)  Institute  of  Medicine 
Recommendation  5-6:  A  new  source  of 
information  should  be  developed  to 
determine  the  variation  in  the  price  of 
commercial  office  rent  per  square  foot. 
(Geographic  Adjustment  in  Medicare 
Payment,  Phase  I:  Improving  Accuracy, 
pages  5-38  thru  5-39.) 

The  Institute  of  Medicine 
recommends  the  development  of  a  new 
source  of  data  to  determine  the  variation 
in  the  price  of  commercial  office  rent 
per  square  foot.  However,  the  Institute 
of  Medicine  does  not  explicitly 
recommend  where  the  data  should  come 
from  or  how  it  should  be  collected. 
Before  coming  to  this  recommendation, 
the  Institute  of  Medicine  identified  and 
evaluated  several  public  and 
commercially  available  sources  of  data 
to  determine  whether  an  accurate 
alternative  is  available  to  replace  the 
residential  rent  data  currently  used  as  a 
proxy  to  measure  regional  variation  in 
physicians’  cost  to  rent  office  space  in 
the  PE  GPCI;  these  sources  include 
rental  data  from  the  U.S.  Department  of 
Housing  and  Urban  Development, 
American  Housing  Survey,  General 
Services  Administration,  Basic 
Allowance  for  Housing  (U.S. 

Department  of  Defense),  U.S.  Postal 
Service,  Medical  Group  Management 
Association  (MGMA),  and_RElS,  Inc. 

The  Institute  of  Medicine  concluded 
that  these  sources  had  substantial 
limitations,  including  lack  of 


representativeness  of  the  market  in 
which  physicians  rent  space,  small 
sample  size,  low  response  rates,  and 
sample  biases.  Although  we  agree  that  a 
suitable  source  for  commercial  office 
rent  data  would  be  preferable  to  the  use 
of  residential  rent  data  in  our  PE  office 
rent  methodology,  we  have  still  been 
unable  to  identify  an  adequate 
commercial  rent  source  that  sufficiently 
covers  rural  and  urban  areas.  We  will 
continue  to  evaluate  possible 
commercial  rent  data  sources  for 
potential  use  in  the  office  rent 
calculation.  We  also  encourage  public 
commenters  to  notify  us  of  any  publicly 
available  commercial  rent  data  sources, 
with  adequate  data  representation  of 
urban  and  rural  areas  that  could 
potentially  be  used  in  the  calculation  of 
the  office  rent  component  of  PE. 

E.  Medicare  Telehealth  Services  for  the 
Physician  Fee  Schedule 

1.  Billing  and  Payment  for  Telehealth 
Services 

a.  History 

Prior  to  January  1,  1999,  Medicare 
coverage  for  services  delivered  via  a 
telecommunications  system  was  limited 
to  services  that  did  not  require  a  face- 
to-face  encounter  under  the  traditional 
model  of  medical  care.  Examples  of 
these  services  included  interpretation  of 
an  x-ray,  or  electrocardiogram,  or 
electroencephalogram  tracing,  and 
cardiac  pacemaker  analysis. 

Section  4206  of  the  BBA  provided  for 
coverage  of,  and  payment  for, 
consultation  services  delivered  via  a 
telecommunications  system  to  Medicare 
beneficiaries  residing  in  rural  health 
professional  shortage  areas  (HPSAs)  as 
defined  by  the  Public  Health  Service 
Act.  Additionally,  the  BBA  required  that 
a  Medicare  practitioner  (telepresenter) 
be  with  the  patient  at  the  time  of  a 
teleconsultation.  Further,  the  BBA 
specified  that  payment  for  a 
teleconsultation  had  to  be  shared 
between  the  consulting  practitioner  and 
the  referring  practitioner  and  could  not 
exceed  the  fee  schedule  payment  which 
would  have  been  made  to  the  consultant 
for  the  service  furnished.  The  BBA 
prohibited  payment  for  any  telephone 
line  charges  or  facility  fees  associated 
with  the  teleconsultation.  We 
implemented  this  provision  in  the  CY 

1999  PFS  final  rule  with  comment 
period  (63  FR  58814). 

Effective  October  1,  2001,  section  223 
of  the  Medicare,  Medicaid  and  SCHIP 
Benefits  Improvement  Protection  Act  of 

2000  (Pub.  L.  106-554)  (BIPA)  added  a 
new  section,  1834(m),  to  the  Act  which 
significantly  expanded  Medicare 
telehealth  services.  Section 


1834(m)(4)(F)(i)  of  the  Act  defines 
Medicare  telehealth  services  to  include 
consultations,  office  visits,  office 
psychiatry  services,  and  any  additional 
service  specified  by  the  Secretary,  when 
delivered  via  a  telecommunications 
system.  We  first  implemented  this 
provision  in  the  CY  2002  PFS  final  rule 
with  comment  period  (66  FR  55246). 
Section  1834(m)(4)(F)(ii)  of  the  Act 
required  the  Secretary  to  establish  a 
proce‘!s  that  provides  for  annual  updates 
to  the  list  of  Medicare  telehealth 
services.  We  established  this  process  in 
the  CY  2003  PFS  final  rule  with 
comment  period  (67  FR  79988). 

As  specified  in  regulations  at 
§  410.78(b),  we  generally  require  that  a 
telehealth  service  be  furnished  via  an 
interactive  telecommunications  system. 
Under  §  410.78(a)(3),  an  interactive 
telecommunications  system  is  defined 
as  multimedia  communications 
equipment  that  includes,  at  a  minimum, 
audio  and  video  equipment  permitting 
two-way,  real  time  interactive 
communication  between  the  patient  and 
the  practitioner  at  the  distant  site. 
Telephones,  facsimile  machines,  and 
electronic  mail  systems  do  not  meet  the 
definition  of  an  interactive 
telecommunications  system.  An 
interactive  telecommunications  system 
is  generally  required  as  a  condition  of 
payment;  however,  section  1834(m)(l) 
of  the  Act  does  allow  the  use  of 
asynchronous  ‘  ‘  store-and-forwar d  ’  ’ 
technology  in  delivering  these  services 
when  the  originating  site  is  a  Federal 
telemedicine  demonstration  program  in 
Alaska  or  Hawaii.  As  specified  in 
regulations  at  §  410.78(a)(1),  store  and 
forward  means  the  asynchronous 
transmission  of  medical  information 
from  an  originating  site  to  be  reviewed 
at  a  later  time  by  the  practitioner  at  the 
distant  site. 

Medicare  telehealth  services  may  be 
furnished  to  an  eligible  telehealth 
individual  notwithstanding  the  fact  that 
the  individual  practitioner  furnishing 
the  telehealth  service  is  not  at  the  same 
location  as  the  beneficiary.  An  eligible 
telehealth  individual  means  an 
individual  enrolled  under  Part  B  who 
receives  a  telehealth  service  furnished  at 
an  originating  site.  Under  the  BIPA, 
originating  sites  were  limited  under 
section  1834(m)(3)(C)  of  the  Act  to 
specified  medical  facilities  located  in 
specific  geographic  areas.  The  initial  list 
of  telehealth  originating  sites  included 
the  office  of  a  practitioner,  a  critical 
access  hospital  (CAH),  a  rural  health 
clinic  (RHC),  a  Federally  qualified 
health  center  (FQHC)  and  a  hospital  (as 
defined  in  Section  1861(e)  of  the  Act). 
More  recently,  section  149  of  the 
Medicare  Improvements  for  Patients  and 
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Providers  Act  of  2008  (Pub.  L.  110-275) 
(MIPPA)  expanded  the  list  of  telehealth 
originating  sites  to  include  hospital- 
based  renal  dialysis  centers,  skilled 
nursing  facilities  (SNFs),  and 
community  mental  health  centers 
(CMHCs).  In  order  to  serve  as  a 
telehealth  originating  site,  these  sites 
must  be  located  in  an  area  designated  as 
a  rural  health  professional  shortage  area 
(HPSA),  in  a  county  that  is  not  in  a 
metropolitan  statistical  area  (MSA),  or 
must  be  an  entity  that  participates  in  a 
Federal  telemedicine  demonstration 
project  that  has  been  approved  by  (or 
receives  funding  from)  the  Secretary  of 
Health  and  Human  Services  as  of 
December  31,  2000.  Finally,  section 
1834(m)  of  the  Act  does  not  require  the 
eligible  telehealth  individual  to  be 
presented  by  a  practitioner  at  the 
originating  site. 

b.  Current  Telehealth  Billing  and 
Payment  Policies 

As  noted  previously.  Medicare 
telehealth  services  can  only  be 
furnished  to  an  eligible  telehealth 
beneficiary  in  an  originating  site.  An 
originating  site  is  defined  as  one  of  the 
specified  sites  where  an  eligible 
telehealth  individual  is  located  at  the 
time  the  serv'ice  is  being  furnished  via 
a  telecommunications  system.  In 
general,  originating  sites  must  be 
located  in  a  rural  HPSA  or  in  a  county 
outside  of  an  MSA.  The  originating  sites 
authorized  by  tbe  statute  are  as  follows: 

•  Offices  of  a  physician  or 
practitioner; 

•  Hospitals; 

•  CAHs; 

•  RHCs; 

•  FQHCs; 

•  Hospital-Based  or  Critical  Access 
Hospital-Based  Renal  Dialysis  Centers 
(including  Satellites); 

•  SNFs; 

•  CMHCs. 

Currently  approved  Medicare  telehealth 
services  include  the  following: 

•  Initial  inpatient  consultations; 

•  Follow-up  inpatient  consultations; 

•  Office  or  other  outpatient  visits; 

•  Individual  psychotherapy; 

•  Pharmacologic  management; 

•  Psychiatric  diagnostic  interview 
examination; 

•  End-stage  renal  disease  (ESRD) 
related  services; 

•  Individual  and  group  medical 
nutrition  therapy  (MNT); 

•  Neurobehavioral  status  exam; 

•  Individual  and  group  health  and 
behavior  assessment  and  intervention 
(HBAI); 

•  Subsequent  hospital  care; 

•  Subs^uent  nursing  facility  care; 

•  Indiviaual  and  group  kidney 
disease  education  (KDE); 


•  Individual  and  group  diabetes  self¬ 
management  training  (DSMT);  and 

•  Smoking  cessation  services. 

In  general,  tbe  practitioner  at  the 
distant  site  may  be  any  of  the  following, 
provided  that  the  practitioner  is 
licensed  under  State  law  to  furnish  the 
service  via  a  telecommunications 
system; 

•  Physician: 

•  Physician  assistant  (PA); 

•  Nurse  practitioner  (NP); 

•  Clinical  nurse  specialist  (CNS); 

•  Nurse-midwife; 

•  Clinical  psychologist; 

•  Clinical  social  worker; 

•  Registered  dietitian  or  nutrition 
professional. 

Practitioners  furnishing  Medicare 
telehealth  services  submit  claims  for 
telehealth  services  to  the  Medicare 
contractors  that  process  claims  for  the 
service  area  where  their  distant  site  is 
located.  Section  1834(m)(2)(A)  of  the 
Act  requires  that  a  practitioner  who 
furnishes  a  telehealth  service  to  an 
eligible  telehealth  individual  be  paid  an 
amount  equal  to  the  amount  that  the 
practitioner  would  have  been  paid  if  the 
service  had  been  furnished  without  the 
use  of  a  telecommunications  system. 
Distant  site  practitioners  must  submit 
the  appropriate  HCPCS  procedure  code 
for  a  covered  professional  telehealth 
service,  appended  with  the  -GT  (Via 
interactive  audio  and  video 
telecommunications  system)  or  -GQ 
(Via  asynchronous  telecommunications 
system)  modifier.  By  reporting  the  -GT 
or  -GQ  modifier  with  a  covered 
telehealth  procedure  code,  the  distant 
site  practitioner  certifies  that  the 
beneficiary  was  present  at  a  telehealth 
originating  site  when  the  telehealth 
service  was  furnished.  The  usual 
Medicare  deductible  and  coinsurance 
policies  apply  to  the  telehealth  services 
reported  by  distcmt  site  practitioners. 

Section  1834(m)(2)(B)  of  the  Act 
provides  for  payment  of  a  facility  fee  to 
the  originating  site.  To  be  paid  the 
originating  site  facility  fee,  the  provider 
or  supplier  where  the  eligible  telehealth 
individual  is  located  must  submit  a 
claim  with  HCPCS  code  Q3014 
(Telehealth  originating  site  facility  fee), 
and^the  provider  or  supplier  is  paid 
according  to  the  applicable  payment 
methodology  for  that  facility  or  location. 
The  usual  Medicare  deductible  and 
coinsurance  policies  apply  to  HCPCS 
code  Q3014.  By  submitting  HCPCS  code 
Q3014,  the  originating  site  certifies  that 
it  is  located  in  either  a  rural  HPSA  or 
non-MSA  county  or  is  an  entity  that 
participates  in  a  Federal  telemedicine 
demonstration  project  that  has  been 
approved  by  (or  receives  funding  from) 
the  Secretary  of  Health  and  Human 


Services  as  of  December  31,  2000  as 
specified  in  section  1834(m)(4)(C)(i)(IlI) 
of  the  Act. 

As  previously  described,  certain 
professional  services  that  are  commonly 
furnished  remotely  using 
telecommunications  technology,  but 
that  do  not  require  the  patient  to  be 
present  in-person  with  the  practitioner 
when  they  are  furnished,  are  covered 
and  paid  in  the  same  way  as  services 
delivered  without  the  use  of 
telecommunications  technology  when 
the  practitioner  is  in-person  at  the 
medical  facility  furnishing  care  to  the 
patient.  Such  services  typically  involve 
circumstances  where  a  practitioner  is 
able  to  visualize  some  aspect  of  the 
patient’s  condition  without  the  patient 
being  present  and  without  the 
interposition  of  a  third  person’s 
judgment.  Visualization  by  the 
practitioner  can  be  possible  by  means  of 
x-rays,  electrocardiogram  or 
electroencephalogram  tracings,  tissue 
samples,  etc.  For  example,  the 
interpretation  by  a  physician  of  an 
actual  electrocardiogram  or 
electroencephalogram  tracing  that  has 
been  transmitted  via  telephone  (that  is, 
electronically,  rather  than  by  means  of 
a  verbal  description)  is  a  covered 
physician’s  service.  These  remote 
services  are  not  Medicare  telehealth 
services  as  defined  under  section 
1834(m)  of  the  Act.  Rather,  these  remote 
services  that  utilize  telecommunications 
technology  are  considered  physicians’ 
services  in  the  same  way  as  services  that 
are  furnished  in-person  without  the  use 
of  telecommunications  technology;  they 
are  paid  under  the  same  conditions  as 
in-person  physicians’*services  (with  no 
requirements  regarding  permissible 
originating  sites),  and  should  be 
reported  in  the  same  way  (that  is, 
without  the  -GT  or  -GQ  modifier 
appended). 

2.  Requests  for  Adding  Services  to  the 
List  of  Medicare  Telehealth  Services 

As  noted  previously,  in  the  December 
31,  2002  Federal  Register  (67  FR 
79988),  we  established  a  process  for 
adding  services  to  or  deleting  services 
from  the  list  of  Medicare  telehealth 
services.  This  process  provides  the 
public  with  an  ongoing  opportunity  to 
submit  requests  for  adding  services.  We 
assign  any  request  to  make  additions  to 
the  list  of  telehealth  services  to  one  of 
two  categories.  In  the  November  28, 

2011  Federal  Register  (76  FR  73102),  we 
finalized  revisions  to  criteria  that  we 
use  to  review  requests  in  the  second 
category.  The  two  categories  are: 

•  Category  1 :  Services  that  are  similar 
to  professional  consultations,  office 
visits,  and  office  psychiatry  services  that 
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are  currently  on  the  list  of  telehealth 
services.  In  reviewing  these  requests,  we 
look  for  similarities  between  the 
requested  and  existing  telehealth 
services  for  the  roles  of,  and  interactions 
among,  the  beneficiary,  the  physician 
(or  other  practitioner)  at  the  distant  site 
and,  if  necessary,  the  telepresenter.  We 
dlso  look  for  similarities  in  the 
telecommunications  system  used  to 
deliver  the  proposed  service,  for 
example,  the  use  of  interactive  audio 
and  video  equipment. 

•  Category  2:  Services  that  are  not 
similar  to  the  current  list  of  telehealth 
services.  Our  review  of  these  requests 
includes  an  assessment  of  whether  the 
service  is  accurately  described  by  the 
corresponding  code  when  delivered  via 
telehealth  and  whether  the  use  of  a 
telecommunications  system  to  deliver 
the  service  produces  demonstrated 
clinical  benefit  to  the  patient.  In 
reviewing  these  requests,  we  look  for 
evidence  indicating  that  the  use  of  a 
telecommunications  system  in 
delivering  the  candidate  telehealth 
service  produces  clinical  benefit  to  the 
patient.  Submitted  evidence  should 
include  both  a  description  of  relevant 
clinical  studies-that  demonstrate  the 
service  furnished  by  telehealth  to  a 
Medicare  beneficiary  improves  the 
diagnosis  or  treatment  of  an  illness  or 
injury  or  improves  the  functioning  of  a 
malformed  body  part,  including  dates 
and  findings,  and  a  list  and  copies  of 
published  peer  reviewed  articles 
relevant  to  the  service  when  furnished 
via  telehealth.  Our  evidentiary  standard 
of  clinical  benefit  does  not  include 
minor  or  incidental  benefits. 

Some  examples  of  clinical  benefit 
include  the  following: 

•  Ability  to  diagnose  a  medical 
condition  in  a  patient  population 
without  access  to  clinically  appropriate 
in  person  diagnostic  services. 

•  Treatment  option  for  a  patient 
population  without  access  to  clinically 
appropriate  in-person  treatment  options. 

•  Reduced  rate  of  complications. 

•  Decreased  rate  of  subsequent 
diagnostic  or  therapeutic  interventions 
(for  example,  due  to  reduced  rate  of 
recurrence  of  the  disease  process). 

•  Decreased  number  of  future 
hospitalizations  or  physician  visits. 

•  More  rapid  beneficial  resolution  of 
the  disease  process  treatment. 

•  Decreased  pain,  bleeding,  or  other 
quantifiable  symptom. 

•  Reduced  recovery  time. 

Since  establishing  the  process  to  add 
or  remove  services  from  the  list  of 
approved  telehealth  services,  we  have 
added  the  following  to  the  list  of 
Medicare  telehealth  services:  Individual 
and  group  HBAI  services;  psychiatric 


diagnostic  interview  examination;  ESRD 
services  with  2  to  3  visits  per  month  and 
4  or  more  visits  per  month  (although  we 
require  at  least  1  visit  a  month  to  be 
furnished  in-person  by  a  physician, 

CNS,  NP,  or  PA  in  order  to  examine  the 
vascular  access  site);  individual  and 
group  MNT;  neurobehavioral  status 
exam;  initial  and  follow-up  inpatient 
telehealth  consultations  for  beneficiaries 
in  hospitals  and  skilled  nursing 
facilities  (SNFs);  subsequent  hospital 
care  (with  the  limitation  of  one 
telehealth  visit  every  3  days); 
subsequent  nursing  facility  care  (with 
the  limitation  of  one  telehealth  visit 
every  30  days);  individual  and  group 
KDE;  and  individual  and  group  DSMT 
(with  a  minimum  of  1  hour  of  in-person 
instruction  to  ensure  effective  injection 
training),  and  smoking  cessation 
services. 

Requests  to  add  services  to  the  list  of 
Medicare  telehealth  services  must  be 
submitted  and  received  no  later  than 
December  31  of  each  calendar  year  to  be 
considered  for  the  next  rulemaking 
cycle.  For  example,  requests  submitted 
before  the  end  of  CY  2012  will  be 
considered  for  the  CY  2014  proposed 
rule.  Each  request  for  adding  a  service 
to  the  list  of  Medicare  telehealth 
services  must  include  any  supporting 
documentation  the  requester  wishes  us 
to  consider  as  we  review  the  request. 
Because  we  use  the  annual  PFS 
rulemaking  process  as  a  vehicle  for 
making  changes  to  the  list  of  Medicare 
telehealth  services,  requestors  should  be 
advised  that  any  information  submitted 
is  subject  to  public,  disclosure  for  this 
purpose.  For  more  information  on 
submitting  a  request  for  an  addition  to 
the  list  of  Medicare  telehealth  services, 
including  where  to  mail  these  requests, 
we  refer  readers  to  the  CMS  Web  site  at 
www.cms.gov/telehealth/ . 

3.  Submitted  Request  and  Other 
Additions  to  the  List  of  Telehealth 
Services  for  CY  2013 
We  received  a  request  in  CY  2011  to 
add  alcohol  and/or  substance  abuse  and 
brief  intervention  services  as  Medicare 
telehealth  services  effective  for  CY  2013. 
The  following  presents  a  discussion  of 
this  request,  and  our  proposals  for 
additions  to  the  CY  2013  telehealth  list. 

a.  Alcohol  and/or  Substance  Abuse  and 
Brief  Intervention  Services 
The  American  Telemedicine 
Association  submitted  a  request  to  add 
alcohol  and/or  substance  abuse  and 
brief  intervention  services,  reported  by 
CPT  codes  99408  (Alcohol  and/or 
substance  (other  than  tobacco)  abuse 
structured  screening  (for  example, 
AUDIT,  DAST),  and  brief  intervention 


(SBI)  services;  15  to  30  minutes)  and 
99409  (Alcohol  and/or  substance  (other 
than  tobacco)  abuse  structured 
screening  (for  example,  AUDIT,  DAST), 
and  brief  intervention  (SBI)  services; 
greater  than  30  minutes)  to  the  list  of 
approved  telehealth  services  for  CY 
2013  on  a  category  1  basis. 

We  note  that  we  assigned  a  status 
indicator  of  “N”  (Noncovered)  to  CPT 
codes  99408  and  99409  as  explained  in 
the  CY  2008  PFS  final  rule  with 
comment  period  (72  FR  66371).  At  the 
time,  we  stated  that  because  Medicare 
only  provides  payment  for  certain 
screening  services  with  an  explicit 
benefit  category,  and  these  CPT  codes 
incorporate  screening  services  along 
with  intervention  services,  we  believed 
that  these  codes  were  ineligible  for 
payment  under  the  PFS.  We  continue  to 
believe  that  these  codes  are  ineligible 
for  payment  under  PFS  and. 
additionally,  under  the  telehealth 
benefit.  We  do  not  believe  it  would  be 
appropriate  to  make  payment  for  claims 
using  these  CPT  codes  for  the  services 
furnished  via  telehealth,  but  not  when 
furnished  in  person.  Because  CPT  codes 
99408  and  99409  are  currently  assigned 
a  noncovered  status  indicator,  and 
because  we  continue  to  believe  this 
assignment  is  appropriate,  we  are  not 
proposing  to  add  these  CPT  codes  to  the 
list  of  Medicare  Telehealth  Services  for 
CY2013. 

However,  we  created  two  parallel  G- 
codes  for  2008  that  allow  for 
appropriate  Medicare  reporting  and 
payment  for  alcohol  and  substance 
abuse  assessment  and  intervention 
services  that  are  not  furnished  as 
screening  services,  but  that  are 
furnished  in  the  context  of  the  diagnosis 
or  treatment  of  illness  or  injury.  The 
codes  are  HCPCS  code  G0396  (Alcohol 
and/or  substance  (other  than  tobacco) 
abuse  structured  assessment  (for 
example,  AUDIT,  DAST)  and  brief 
intervention,  15  to  30  minutes)  and 
HCPCS  code  G0397  (Alcohol  and/or 
substance  (other  than  tobacco)  abuse 
structured  assessment  (for  example, 
AUDIT,  DAST)  and  intervention  greater 
than  30  minutes).  Since  these  codes  are 
used  to  report  comparable  alcohol  and 
substance  abuse  services  under  certain 
conditions,  we  believe  that  it  would  be 
appropriate  to  consider  the  ATA’s 
request  as  it  applies  to  these  services 
when  appropriately  reported  by  the  G- 
codqs.  The  ATA  asked  that  CMS 
consider  this  request  as  a  category  1 
addition  based  on  the  similarities 
between  these  services  and  CPT  codes 
99406-  (Smoking  and  tobacco  use 
cessation  counseling  visit;  intermediate, 
greater  than  3  minutes  up  to  10  minutes) 
and  99407  (Smoking  and  tobacco  use 
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cessation  counseling  visit;  intensive, 
greater  than  10  minutes).  We  agree  that 
the  interaction  between  a  practitioner 
and  a  beneficiary  receiving  alcohol  and 
substance  abuse  assessment  and 
intervention  services  is  similar  to  their 
interaction  in  smoking  cessation 
services.  We  also  believe  that  the 
interaction  between  a  practitioner  and  a 
beneficiary  receiving  alcohol  and 
substance  abuse  assessment  and 
intervention  services  is  similar  to  the 
assessment  and  intervention  elements  of 
CPT  code  96152  (health  and  behavior 
intervention,  each  15  minutes,  face-to- 
face;  individual),  which  also  is  currently 
on  the  telehealth  list. 

Therefore,  we  are  proposing  to  add 
HCPCS  codes  G0396  and  G0397  to  the 
list  of  telehealth  services  for  CY  2013  pn 
a  category  1  basis.  Consistent  with  this 
proposal,  we  are  also  proposing  to 
revise  our  regulations  at  §  410.78(b)  and 
§  414.65(a)(1)  to  include  alcohol  and 
substance  abuse  assessment  and 
intervention  services  as  Medicare 
telehealth  services. 

b.  Preventive  Services 

Under  our  existing  policy,  we  add 
services  to  the  telehealth  list  on  a 
category  1  basis  when  we  determine  that 
they  are  similar  to  services  on  the 
existing  telehealth  list  with  respect  to 
the  roles  of,  and  interactions  among,  the 
beneficiary,  physician  (or  other 
practitioner)  at  the  distant  site  and,  if 
necessary,  the  telepresenter.  As  we 
stated  in  the  CY  2012  proposed  rule  (76 
FR  42826),  we  believe  that  the  category 
1  criteria  not  only  streamline  our  review 
process  for  publically  requested  services 
that  fall  into  this  category,  the  criteria 
also  expedite  our  ability  to  identify 
codes  for  the  telehealth  list  that 
resemble  those  services  already  on  this 
list. 

During  CY  2012,  CMS  added  coverage 
for  several  preventive  services  through 
the  national  coverage  determination 
(NCD)  process  as  authorized  by  section 
1861(ddd)  of  the  Act.  These  services 
add  to  Medicare’s  existing  portfolio  of 
preventive  services  that  are  now 
available  without  cost  sharing  under  the 
Affordable  Care  Act.  We  believe  that  for 
several  of  these  services,  the 
interactions  between  the  furnishing 
practitioner  and  the  beneficiary  are 
similar  to  services  currently  on  the  list 
of  Medicare  telehealth  services. 
Specifically,  we  believe  that  the 
assessment,  education,  and  counseling 
elements  of  the  following  services  are 
similar  to  existing  telehealth  services: 

•  Screening  and  behavioral 
counseling  interventions  in  primary 
care  to  reduce  alcohol  misuse,  reported 
by  HCPCS  codes  C0442  (Annual  alcohol 


misuse  screening,  15.  minutes)  and 
C0443  (Brief  face-to-face  behavioral 
counseling  for  alcohol  misuse,  15 
minutes). 

•  Screening  for  depression  in  adults, 
reported  by  HCPCS  code  C0444  (Annual 
Depression  Screening,  15  minutes). 

•  Screening  for  sexually  transmitted 
infections  (STIs)  and  high-intensity 
behavioral  counseling  (HIBC)  to  prevent 
STIs,  reported  by  HCPCS  code  C0445 
(High-intensity  behavioral  counseling  to 
prevent  sexually  transmitted  infections, 
face-to-face,  individual,  includes: 
Education,  skills  training,  and  guidance 
on  how  to  change  sexual  behavior, 
performed  semi-annually,  30  minutes). 

•  Intensive  behavioral  therapy  for 
cardiovascular  disease,  reported  by 
HCPCS  code  C0446  (Annual,  face-to- 
face  intensive  behavioral  therapy  for 
cardiovascular  disease,  individual,  15 
minutes). 

•  Intensive  behavioral  therapy  for 
obesity,  reported  by  HCPCS  code  C0447 
(Face-to-face  behavioral  counseling  for 
obesity,  15  minutes).  We  believe  that  the 
interactions  between  practitioners  and 
beneficiaries  receiving  these  services  are 
similar  to  individual  KDE  services 
reported  by  HCPCS  code  C0420  (Face- 
to-face  educational  services  related  to 
the  care  of  chronic  kidney  disease; 
individual,  per  session,  per  one  hour), 
individual  MNT  reported  by  HCPCS 
code  C0270  (Medical  nutrition  therapy; 
reassessment  and  subsequent 
intervention(s)  following  second  referral 
in  the  same  year  for  change  in  diagnosis, 
medical  condition  or  treatment  regimen 
(including  additional  hours  needed  for 
renal  disease),  individual,  face-to-face 
with  the  patient,  each  15  minutes);  CPT 
code  97802  (Medical  nutrition  therapy; 
initial  assessment  and  intervention, 
individual,  face-to-face  with  the  patient, 
each  15  minutes);  and  CPT  code  97803 
(Medical  nutrition  therapy;  re¬ 
assessment  and  intervention, 
individual,  face-to-face  with  the  patient, 
each  15  minutes),  and  HBAI  reported  by 
CPT  code  96150  (Health  and  behavior 
assessment  (for  example,  health-focused 
clinical  interview,  behavioral 
observations,  psychophysiological 
monitoring,  health-oriented 
questionnaires),  each  15  minutes  face- 
to-face  with  the  patient;  initial 
assessment);  CPT  code  96151  (Health 
and  behavior  assessment  (for  example, 
health-focused  clinical  interview, 
behavioral  observations, 
psychophysiological  monitoring,  health- 
oriented  questionnaires),  each  15 
minutes  face-to-face  with  the  patient  re¬ 
assessment);  CPT  code  96152  (Health 
and  behavior  intervention,  each  15 
minutes,  face-to-face;  Individual);  CPT 
code  96153  (Health  and  behavior 


intervention,  each  15  minutes,  face-to- 
face:  Croup  (2  or  more  patients));  CPT 
code  96154  (Health  and  behavior 
intervention,  each  15  minutes,  face-to- 
face:  family  (with  the  patient  present)), 
all  services  that  are  currently  on  the 
telehealth  list. 

Therefore,  we  are  proposing  to  add 
HCPCS  codes  C0442,  C0443,  C0444, 
C0445,  C0446,  and  C0447  to  the  list  of 
telehealth  services  for  CY  2013  on  a 
category  1  basis.  We  note  that  all 
coverage  guidelines  specific  to  the 
services  would  continue  to  apply  when 
these  services  are  furnished  via 
telehealth.  For  example,  when  the 
national  coverage  determination 
requires  that  the  service  be  furnished  to 
beneficiaries  in  a  primary  care  setting, 
the  qualifying  originating  telehealth  site 
must  also  qualify  as  a  primary  care 
setting.  Similarly,  when  the  national 
coverage  determination  requires  that  the 
service  be  furnished  by  a  primary  care 
practitioner,  the  qualifying  primary 
distant  site  practitioner  must  also 
qualify  as  primary  care  practitioner.  For 
more  detailed  information  on  coverage 
requirements  for  these  services,  we  refer 
readers  to  the  Medicare  National 
Coverage  Determinations  Manual,  Pub. 
100-03,  Chapter  1,  Section  210, 
available  at  http://www.cms.gov/ 
manuals/downloads/ 
ncdl03cl_Part4.pdf.  Consistent  with 
this  proposal,  we  are  also  proposing  to 
revise  our  regulations  at  §  410.78(b)  and 
§  414.65(a)(1)  to  include  these 
preventive  services  as  Medicare 
telehealth  services. 

4.  Technical  Correction  To  Include 
Emergency  Department  Telehealth 
Consultations  in  Regulation 

In  the  CY  2012  PFS  final  rule  with 
comment  period  (76  FR  73103),  we 
finalized  our  proposal  to  chcmge  the 
code  descriptors  for  initial  inpatient 
telehealth  consultation  C-codes  to 
reflect  telehealth  consultations 
furnished  to  emergency  department 
patients  in  addition  to  inpatient 
telehealth  consultations  effective 
January  1,  2012.  However,  we  did  not 
amend  the  description  of  the  services 
within  the  regulation  at  §414.65(a)(l)(i). 
Therefore,  we  are  proposing  to  make  a 
technical  revision  to  our  regulation  at 
§414.65(a)(l)(i)  to  reflect  telehealth 
consultations  furnished  to  emergency 
department  patients  in  addition  to 
hospital  and  SNF  inpatients. 
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F.  Extension  of  Payment  for  Technical 
Component  of  Certain  Physician 
Pathology  Services 

1.  Background  and  Statutory  Authority 

Section  542(c)  of  the  Medicare, 
Medicaid,  and  SCRIP  Benefits 
Improvement  and  Protection  Act  of 
2000  (BIPA)  (Pub.  L.  106-554)  provided 
payment  to  independent  laboratories 
furnishing  the  technical  component 
(TC)  of  physician  pathology  services  to 
fee-for-service  Medicare  beneficiaries 
who  are  inpatients  or  outpatients  of  a 
covered  hospital  for  a  2-year  period 
beginning  on  January  1,  2000.  This 
section  has  been  amended  by  section 
732  of  the  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003  (MMA)  (Pub.  L.  108-173),  section 
104  of  division  B  of  the  Tax  Relief  and 
Health  Care  Act  of  2006  (MIEA-TRHCA) 
(Pub.  L.  109-432),  section  104  of  the 
Medicare,  Medicaid,  and  SCRIP 
Extension  Act  of  2007  (MMSEA)  (Pub. 

L.  110-173),  section  136  of  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008  (MIPPA)  (Pub.  L. 
110-275),  section  3104  of  the  Affordable 
Care  Act  (Pub.  L.  111-148),  section  105 
of  the  Medicare  and  Medicaid  Extenders 
Act  of  2010  (MMEA)  (Pub.  L.  111-309), 
section  305  of  the  Temporary  Payroll 
Tax  Cut  Continuation  Act  of  2011  (Pub. 
L.  112-78)  and  section  3006  of  the 
Middle  Class  Tax  Relief  and  Job 
Creation  Act  of  2012  (Pub.  L.  112-96)  to 
continue  payment  to  independent 
laboratories  furnishing  the  technical 
component  (TC)  of  physician  pathology 
services  to  fee-for-service  Medicare 
beneficiaries  who  are  inpatients  or 
outpatients  of  a  covered  hospital  for 
various  time  periods.  As  discussed  in 
detail  below.  Congress  most  recently 
acted  to  continue  this  payment  through 
June  30,  2012.  The  TC  of  physician 
pathology  services  refers  to  the 
preparation  of  the  slide  involving  tissue 
or  cells  that  a  pathologist  interprets.  The 
professional  component  (PC)  of 
physician  pathology  services  refers  to 
the  pathologist’s  interpretation  of  the 
slide. 

When  the  hospital  pathologist 
furnishes  the  PC  service  for  a  hospital 
patient,  the  PC  service  is  separately 
billable  by  the  pathologist.  When  an 
independent  laboratory’s  pathologist 
furnishes  the  PC  service,  the  PC  service 
is  usually  billed  with  the  TC  service  as 
a  combined  or  global  service. 

Historically,  any  independent 
laboratory  could  bill  the  Medicare 
contractor  under  the  PFS  for  the  TC  of 
physician  pathology  services  for 
hospital  patients  even  though  the 
payment  for  the  costs  of  furnishing  the 
pathology  service  (but  not  its 


interpretation)  was  already  included  in 
the  bundled  inpatient  stay  payment  to 
the  hospital.  In  the  CY  2000  PFS  final 
rule  with  comment  period  (64  FR  59408 
and  59409),  we  stated  that  this  policy 
has  contributed  to  the  Medicare 
program  paying  twice  for  the  TC  service; 
(1)  To  the  hospital,  through  the 
inpatient  prospective  payment  rate, 
when  the  patient  is  an  inpatient;  and  (2) 
To  the  independent  laboratory  that  bills 
the  Medicare  contractor,  instead  of  the 
hospital,  for  the  TC  service.  While  the 
policy  also  permits  the  independent 
laboratory  to  bill  for  the  TC  of  physician 
pathology  services  for  hospital 
outpatients,  in  this  case,  there  generally 
would  not  be  duplicate  payment 
because  we  would  expect  the  hospital  to 
not  also  bill  for  the  pathology  service, 
which  would  be  paid  separately  to  the 
hospital  only  if  the  hospital  were  to 
specifically  bill  for  it.  We  further 
indicated  that  we  would  implement  a 
policy  to  pay  only  the  hospital  for  the 
TC  of  physician  pathology  services 
furnished  to  its  inpatients. 

Therefore,  in  the  CY  2000  PFS  final 
rule  with  comment  period,  we  revised 
§  415.130(c)  to  state  that  for  physician 
pathology  services  furnished  on  or  after 
January  1, 2001  by  an  independent 
laboratory,  payment  is  made  only  to  the 
hospital  for  the  TC  of  physician 
pathology  services  furnished  to  a 
hospital  inpatient.  Ordinarily,  the 
provisions  in  the  PFS  final  rule  with 
comment  period  are  implemented  in  the 
following  year.  However,  the  change  to 
§415.130  was  delayed  1-year  (until 
January  1,  2001),  at  the  request  of  the 
industry,  to  allow  independent 
laboratories  and  hospitals  sufficient 
time  to  negotiate  arrangements. 

Full  implementation  of  §  415.130  was 
further  delayed  by  section  542  of  the 
BIPA  and  section  732  of  the  MMA, 
which  directed  us  to  continue  payment 
to  independent  laboratories  for  the  TC 
of  physician  pathology  services  for 
hospital  patients  for  a  2-year  period 
beginning  on  January  1,  2001  and  for 
CYs  2005  and  2006,  respectively.  In  the 
CY  2007  PFS  final  rule  with  comment 
period  (71  FR  69788),  we  amended 
§415.130  to  provide  that,  for  services 
furnished  after  December  31,  2006,  an 
independent  laboratory  may  not  bill  the 
carrier  for  the  TC  of  physician  pathology 
services  furnished  to  a  hospital 
inpatient  or  outpatient.  However, 
section  104  of  the  MIEA-TRHCA 
continued  payment  to  independent 
laboratories  for  the  TC  of  physician 
pathology  services  for  hospital  patients 
through  CY  2007,  and  section  104  of  the 
MMSEA  further  extended  such  payment 
through  the  first  6  months  of  CY  2008. 


Section  136  of  the  MIPPA  extended 
the  payment  through  CY  2009.  Section 
3104  of  the  Affordable  Care  Act 
amended  the  prior  legislation  to  extend 
the  payment  through  CY  2010.  Section 
105  of  the  MMEA  extended  the  payment 
through  CY  2011.  Subsequent  to 
publication  of  the  CY  2012  PFS  final 
rule  with  comment  period,  section  305 
of  the  Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  extended  the 
payment  through  February  29,  2012  and 
section  3006  of  the  Middle  Class  Tax 
Relief  and  Job  Creation  Act  of  2012 
extended  the  payment  through  June  30, 
2012. 

2.  Revisions  to  Payment  for  TC  of 
Certain  Physician  Pathology  Services 

In  the  CY  2012  PFS  final  rule  with 
comment  period,  we  finalized  our 
policy  that  an  independent  laboratory 
may  not  bill  the  Medicare  contractor  for 
the  TC  of  physician  pathology  services 
furnished  after  December  31,  2011,  to  a 
hospital  inpatient  or  outpatient  (76  FR 
73278  through  73279,  73473).  As 
discussed  above,  subsequent  to 
publication  of  this  final  rule  with 
comment  period.  Congress  acted  to 
continue  payment  to  independent 
laboratories  through  June  30,  2012. 
Therefore,  the  policy  that  we  finalized 
in  the  CY  2012  PFS  final  rule  with 
comment  period  is  superseded  by 
statute  for  six  months.  To  be  consistent 
with  the  statutory  changes  and  our 
current  policy,  we  are  proposing 
conforming  changes  to  §  415.130(d) 
such  that  we  will  continue  payment 
under  the  PFS  to  independent 
laboratories  furnishing  the  TC  of 
physician  pathology  services  to  fee-for- 
service  Medicare  beneficiaries  who  are 
inpatients  or  outpatients  of  a  covered 
hospital  on  or  before  June  30,  2012. 
Independent  laboratories  may  not  bill 
the  Medicare  contractor  for  the  TC  of 
physician  pathology  services  furnished 
after  June  30,  2012,  to  a  hospital 
inpatient  or  outpatient. 

G.  Therapy  Services 

1.  Outpatient  Therapy  Caps  for  CY  2013 

Section  1833(g)  of  the  Act  applies 
annual,  per  beneficiary,  limitations 
(therapy  caps)  on  expenses  incurred  for 
outpatient  therapy  services  under 
Medicare  Part  B.  There  is  one  therapy 
cap  for  physical  therapy  (PT)  and 
speech-language  pathology  (SLP) 
services  combined  and  a  second 
separate  therapy  cap  for  outpatient 
occupational  therapy  (OT)  services. 
Although  therapy  services  furnished  in 
an  outpatient  hospital  setting  have  been 
exempt  from  the  application  of  the 
therapy  caps,  section  3005(b)  of  the 
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MCTRJCA  amended  section  1833(g)  of 
the  Act  to  require  therapy  services  • 
furnished  in  an  outpatient  hospital 
setting  during  2012  be  subject  to  the 
therapy  caps  beginning  not  later  than 
Octo^r  1,  2012. 

The  therapy  caps  amount  for  CY  2013 
will  be  announced  in  the  CY  2013  PFS 
final  rule  with  comment  period.  The 
annual  change  in  each  therapy  cap  is 
computed  by  multiplying  the  cap 
amount  for  CY  2012,  which  is  $1,880, 
by  the  MEI  for  CY  2013,  then  rounding 
to  the  nearest  $10.  This  amount  is  added 
to  the  CY  2012  therapy  cap  amount  to 
obtain  the  CY  2013  therapy  cap  amount. 

An  exceptions  process  to  the  therapy 
caps  has  been  in  effect  since  January  1 , 
2006 — originally  authorized  by  section 
5107  of  the  DRA,  which  amended 
section  1833(g)(5)  of  the  Act.  Since  that 
time,  the  exceptions  process  for  the 
therapy  caps  has  been  extended  through 
subsequent  legislation  (MIEA-TRHCA, 
MMSEA,  MIPPA,  the  Affordable  Care 
Act,  MMEA,  and  TPTCCA).  Last 
amended  by  section  3005  of  the 
MCTRJCA,  the  Agency’s  authority  to 
provide  for  an  exception  process  to  .  . 
therapy  caps  expires  on  December  31, 
2012.  To  request  an  exception  to  the 
therapy  caps,  therapy  suppliers  and 
providers  use  the  modifier  on  claims 
for  services  that  are  over  the  cap 
amount.  Use  of  the  KX  modifier 
indicates  that  the  services  are 
reasonable  and  necessary  and  that  there 
is  documentation  of  medical  necessity 
in  the  beneficiary’s  medical  record. 

Section  3005  of  the  MCTRJCA  also 
requires  two  additional  changes  to 
Medicare  policies  for  outpatient  therapy 
services.  Section  3005(a)(5)  adds  a  new 
subparagraph  (C)  to  section  1833(g)(5)  of 
the  Act,  effective  October  1  through 
December  31,  2012,  that  requires 
application  of  a  manual  medical  review 
process  (similar  to  the  process  used  in 
2006  for  certain  therapy  cap  exceptions) 
for  exceptions  to  the  therapy  caps  after 
expenses  incurred  for  the  beneficiary’s 
therapy  services  (including  services 
furnished  in  a  hospital  outpatient 
department)  exceed  the  threshold  of 
$3,700  for  the  year.  As  with  the  therapy 
caps,  there  are  two  separate  thresholds 
for  the  manual  medical  review 
process — one  threshold  of  $3,700  for  PT 
and  SLP  services  combined  and  one 
threshold  of  $3,700  for  OT  services. 
Requests  for  exceptions  to  the  therapy 
caps  for  services  above  the  thresholds 
are  subject  to  a  manual  medical  review 
process.  The  applicable  amount  of 
expenses  incurred  for  therapy  services 
counted  towards  these  thresholds  for 
the  year  begins  on  January  1,  2012. 
Since  the  exceptions  process  is  set  to 
expire  on  December  31,  2012,  the 


requirement  for  a  manual  medical 
review  process  will  also  expire  then. 

Section  3005(c)  adds  a  new  section 
1842(t)(2)  to  the  Act,  effective  beginning 
on  October  1,  2012,  that  requires  the 
National  Provider  Identifier  (NPI)  of  the 
physician  (or  NPP,  where  applicable), 
who  periodically  reviews  the  therapy 
plan  of  care,  to  he  reported  on  the  claim 
for  therapy  services.  This  reporting 
requirement  applies  to  all  claims  for 
outpatient  therapy  services. 

2.  Claims-Based  Data  Collection  Strategy 
for  Therapy  Services 

a.  Introduction 

Section  3005(g)  of  the  MCTRJCA 
requires  CMS  to  implement,  beginning 
on  January  1,  2013,  “*  *  *  a  claims- 
based  data  collection  strategy  that  is 
designed  to  assist  in  reforming  the 
Medicare  payment  system  for  outpatient 
therapy  services  subject  to  the 
limitations  of  section  1833(g)  of  the  Act. 
Such  strategy  shall  be  designed  to 
provide  for  the  collection  of  data  on 
patient  function  during  the  course  of 
therapy  services  in  order  to  better 
understand  patient  condition  and 
outcomes.” 

b.  History/Background 

In  2010,  more  than  7.6  million 
Medicare  beneficiaries  received 
outpatient  therapy  services,  including 
physical  therapy  (PT),  occupational 
therapy  (OT),  and  speech-language- 
pathology  (SLP).  Medicare  payments  for 
these  services  exceeded  $5.6  billion. 
Between  1998-2008,  Medicare 
expenditures  for  outpatient  therapy 
services  increased  at  a  rate  of  10.1 
percent  per  year  while  the  number  of 
Medicare  beneficiaries  receiving  therapy 
services  only  increased  by  2.9  percent 
per  year.  Although  a  significant  number 
of  Medicare  beneficiaries  benefit  from 
therapy  services,  the  rapid  growth  in 
Medicare  expenditures  for  these 
services  has  long  been  of  concern  to  the 
Congress  and  the  Agency.  To  address 
this  concern,  efforts  have  been  focused 
on  developing  Medicare  payment 
incentives  that  encourage  delivery  of 
reasonable  and  necessary  care  while 
discouraging  overutilization  of  therapy 
services  and  the  provision  of  medically 
unnecessary  care.  A  brief  review  of 
these  efforts  is  useful  in  understanding 
our  proposal  for  CY  2013. 

(1)  Therapy  Caps 

Section  4541  of  the  Balanced  Budget 
Act  of  1997  (Pub.  L.  105-33)  (BBA) 
amended  section  1833(g)  of  the  Act  to 
impose  financial  limitations  on 
outpatient  therapy  services  (the 
“therapy  caps”  discussed  above)  in  an 
attempt  to  limit  Medicare  expenditures 


for  therapy  services.  Prior  to  the  BBA 
amendment,  these  caps  had  applied  to 
services  furnished  by  therapists  in 
private  practice,  but  the  BBA  expanded 
the  caps  effective  January  1, 1999,  to 
include  all  outpatient  therapy  services 
except  those  furnished  in  outpatient 
hospitals.  Since  that  time,  the  Congress 
has  amended  the  statute  several  times  to 
impose  a  moratorium  on  the  application 
of  the  caps  or  has  required  us  to 
implement  an  exceptions  process  for  the 
caps.  The  therapy  caps  have  only  been 
in  effect  without  an  exceptions  process 
for  less  than  two  years.  (See  the 
discussion  about  the  therapy  cap 
exceptions  process  above.)  Almost  from 
the  inception  of  the  therapy  caps,  the 
Congress  and  the  Agency  have  been 
exploring  potential  alternatives  to  the 
therapy  caps. 

(2)  Multiple  Procedure  Payment 
Reduction  (MPPR) 

In  the  CY  2011  PFS  final  rule  with 
comment  period  (75  FR  73232-73242), 
we  adopted  a  MPPR  of  25  percent 
applicable  to  the  practice  expense  (PE) 
component  of  the  second  and 
subsequent  therapy  services  when  more 
than  one  of  these  services  is  furnished 
in  a  single  session.  This  reduction 
applies  to  nearly  40  therapy  services. 

(For  a  list  of  therapy  services  to  which 
this  policy  applies,  see  Addenda  H.) 

The  Physician  Payment  and  Therapy 
Relief  Act  of  2010  (PPTRA) 
subsequently  revised  the  reduction  to  20 
percent  for  services  furnished  in  an 
office  setting,  leaving  the  25  percent 
reduction  in  place  for  services  furnished 
in  institutional  settings.  We  adopted 
this  MPPR  as  part  of  our  directive  under 
section  1848(c)(2)(k)  of  the  statute  (as 
added  by  section  3134(a)  of  the 
Affordable  Care  Act)  to  identify  and 
evaluate  potentially  misvalued  codes. 

By  taking  into  consideration  the 
expected  efficiencies  in  direct  PE 
resources  that  occur  when  services  are 
furnished  together,  this  policy  results  in 
more  appropriate  payment  for  therapy 
services.  Although  we  did  not  adopt  this 
MPPR  policy  specifically  as  an 
alternative  to  the  therapy  caps,  paying 
more  appropriately  for  combinations  of 
therapy  services  that  are  commonly 
furnished  in  a  single  session  reduces  the 
number  of  beneficiaries  impacted  by  the 
therapy  caps  in  a  given  year.  For  more 
details  on  the  MPPR  policy,  see  section 
II.C.4.  of  this  proposed  rule. 

(3)  Studies  Performed 
A  uniform  dollar  value  therapy  cap 
sets  a  limit  on  the  volume  of  services 
furnished  unrelated  to  the  specific 
services  furnished  or  the  beneficiary’s 
condition  or  needs.  One  uniform  cap 
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does  not  deter  unnecessary  care  or 
encourage  efficient  practice  for  low 
complexity  beneficiaries.  In  fact,  it  may 
even  encourage  the  provision  of  services 
up  to  the  level  of  the  cap.  Conversely, 
a  uniform  cap  without  an  exceptions 
process  restricts  necessary  and 
appropriate  care  for  certain  high  ' 
complexity  beneficiaries.  Recognizing 
these  limitations  in  a  uniform  dollar 
value  cap,  we  have  been  studying 
therapy  practice  patterns  and  exploring 
ways  to  refine  payment  for  these 
services  as  an  alternative  to  therapy 
caps. 

On  November  9,  2004,  the  Secretary 
delivered  the  Report  to  Congress,  as 
required  by  the  BBA  as  amended  by  the 
BBRA,  “Medicare  Financial  Limitations 
on  Outpatient  Therapy  Services.”  That 
report  included  two  utilization  analyses. 
Although  these  analyses  provided 
details  on  utilization,  neither 
specifically  identified  ways  to  improve 
therapy  payment.  In  the  report,  we 
indicated  that  further  study  was 
underway  to  assess  alternatives  to  the 
therapy  caps.  The  report  and  the 
analyses  are  available  on  the  CMS  Web 
site  at  http://www.cms.gov/ 

T h  era  pySeni  ces/. 

Since  2004,  we  have  periodically 
updated  the  utilization  analyses  and 
posted  other  reports  on  the  CMS  Weh 
site  to  resporid  to  the  additional  BBRA 
requirements.  Subsequent  reports 
highlighted  the  expected  effects  of 
limiting  services  in  various  ways  and 
preserited  plans  to  collect  data  about 
beneficiary  condition,  including 
functional  limitations,  using  available 
tools.  Through  these  efforts,  we  have 
made  progress  in  identifying  the 
outpatient  therapy  services  that  are 
billed  to  Medicare,  the  demographics  of 
the  beneficiaries  who  utilize  these 
services,  the  types  of  therapy  services 
furnished,  the  HCPCS  codes  used  to  bill 
the  services,  the  allowed  and  paid 
amounts  of  the  services,  the  providers  of 
these  services,  the  states  in  which  the 
services  are  furnished  and  the  type  of 
practitioner  furnishing  services. 

From  these  and  other  analyses  in  our 
ongoing  research  effort,  we  have 
concluded  that  without  the  ability  to 
define  the  services  that  are  typically 
needed  to  address  specific  clinical 
cohorts  of  beneficiaries  (those  with 
similar  risk-adjusted  conditions),  it  is 
not  possible  to  develop  payment 
policies  that  encourage  the  delivery  of 
reasonable  and  necessary  services  while 
discouraging  the  provision  of  services 
that  do  not  produce  a  clinical  benefit. 
Although  there  is  widespread  agreement 
that  beneficiary  condition  and 
functional  limitations  are  critical  to 
developing  and  evaluating  an 


alternative  payment  system  for  therapy 
services,  a  system  for  collecting  such 
data  does  not  exist.  Diagnosis 
information  is  available  from  Medicare 
claims.  However,  we  believe  that  the 
primary  diagnosis  on  the  claim  is  a  poor 
predictor  for  the  type  and  duration  of 
therapy  services  required.  Much 
additional  work  is  needed  to  develop  an 
appropriate  system  for  classifying 
clinical  cohorts. 

A  5-year  CMS  project  titled 
“Development  of  Outpatient  Therapy 
Payment  Alternatives”  (DOTPA)  is 
expected  to  provide  some  of  this 
information.  The  project  is  now  in  its 
final  stages  of  data  collection.  The 
purpose  of  the  DOTPA  project  is  to 
identify  a  set  of  measures  that  we  could 
routinely  and  reliably  collect  in  support 
of  payment  alternatives  to  the  therapy 
caps.  Specifically,  the  measures  being 
collected  are  to  be  assessed  in  terms  of 
their  administrative  feasibility  and  their 
usefulness  in  identifying  beneficiary 
need  for  outpatient  therapy  services  and 
the  outcomes  of  those  services.  A  final 
report  is  expected  during  the  second 
half  of  CY  2013.  In  addition  to 
developing  alternatives  to  the  therapy 
caps,  the  DOTPA  project  reflects  our 
interest  in  value-based  purchasing  by 
identifying  components  of  value, 
namely,  beneficiary  need  and  the 
effectiveness  of  therapy  services. 
Although  we  expect  DOTPA  to  provide 
meaningful  data  and  practical 
information  to  assist  in  developing 
improved  methods  of  paying  for 
appropriate  therapy  services,  DOTPA 
will  not  deliver  a  standardized 
measurement  instrument  for  use  in 
outpatient  therapy  services.  Further,  it 
is  unlikely  that  this  one  project  alone 
will  provide  adequate  information  to 
implement  a  new  payment  system  for 
therapy.  This  study  combined  with  data 
from  a  wider  group  of  Medicare 
beneficiaries  would  enhance  our  ability 
to  develop  alternative  payment  policy 
for  outpatient  therapy  services. 

c.  Proposal 
(1)  Overview 

As  required  by  section  3005(g)  of 
MCTRJCA,  we  are  proposing  to 
implement  a  claims-based  data 
collection  strategy  on  January  1,  2013. 
This  claims-based  data  collection 
system  is  designed  to  gather  information 
on  beneficiary  function  and  condition, 
therapy  services  furnished,  and 
outcomes  achieved.  This  information 
will  assist  in  reforming  the  Medicare 
payment  system  for  outpatient  therapy 
services.  By  collecting  data  on 
beneficiary  function  over  an  episode  of 
therapy  services,  we  hope  to  better 


understand  the  Medicare  beneficiary 
population  that  uses  therapy  services, 
how  their  functional  limitations  change 
as  a  result  of  therapy  services,  and  the 
relationship  between  beneficiary 
functional  limitations  and  fymished 
therapy  services  over  an  episode  of  care. 
The  term  “functional  limitation” 
generally  encompasses  both  the  terms 
“activity  limitations”  and  “participation 
restrictions”  as  described  by  the 
International  Classification  of 
Functioning,  Disability  and  Health 
(IGF).  (For  information  on  ICF,  see 
h  ttp://www.  who.int/cIassificatioTis/icf/ 
en/  and  for  specific  ICF  nomenclature 
(including  activity  limitations  and 
participation  restrictions),  see 
http://apps.who.int/cIassifications/ 
icfbrowser/.) 

We  are  proposing  to  encompass, 
under  this  proposal,  the  Medicare  Part 
B-outpatient  therapy  benefit  and  PT, 

OT,  and  SLP  under  the  Comprehensive 
Outpatient  Rehabilitation  Facilities 
(CORF)  benefit.  “Incident  to”  therapy 
services  furnished  by  physicians  or 
nonphysician  practitioners  (NPPs) 
would  also  be  included.  This  broad 
applicability  would  include  services 
furnished  in  hospitals,  critical  access 
hospitals  (CAHs),  skilled  nursing 
facilities  (SNFs),  CORFs,  rehabilitation 
agencies,  and  home  health  agencies 
(when  the  beneficiary  is  not  under  a 
home  health  plan  of  care)  and  private 
offices. 

When  used  in  this  section 
“therapists”  means  all  practitioners  who 
furnish  outpatient  therapy  services, 
including  physical  therapists, 
occupational  therapists,  and  speech- 
language  pathologists  in  private  practice 
and  those  therapists  who  furnish 
services  in  the  institutional  settings, 
physicians  and  NPPs  (including, 
physician  assistants  (PAs),  nurse 
practitioners  (NPs),  clinical  nurse 
specialists  (CNSs),  as  applicable.) 

This  proposal  is  based  upon  option 
for  claims-based  data  collection  that  was 
discussed  during  the  CY  2011 
rulemaking  (75  FR  40096  through  40100 
and  73284  through  73293).  This  option 
was  developed  under  a  contract  with 
CMS  as  part  of  the  Short  Term 
Alternatives  for  Therapy  Services 
(STATS)  project.  The  STATS  project 
provided  three  options  for  alternative 
payment  to  the  therapy  caps  that  could 
be  considered  in  the  short-term  before 
completion  of  the  DOTPA  project.  In 
developing  options,  the  STATS  project 
drew  upon  the  analytical  expertise  of 
CMS  contractors  and  the  clinical 
expertise  of  various  outpatient  therapy 
stakeholders  to  consider  policies  and 
available  claims  data.  The  options 
developed  were; 
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•  Capturing  additional  clinical 
information  regarding  the  severity  and 
complexity  of  beneficiary  functional 
impairments  on  therapy  claims  in  order 
to  facilitate  medical  review  and  at  the 
same  time  gather  data  that  would  be 
useful  in  the  long  term  to  develop  a 
better  payment  mechanism; 

•  Introducing  additional  claims  edits 
regarding  medical  necessity,  in  order  to 
reduce  overutilization:  and 

•  Adopting  a  per-session  bundled 
payment  that  would  vary  based  on 
beneficiary  characteristics  and  the 
complexity  of  evaluation  and  treatment 
services  furnished  in  a  session. 

While  we  did  not  propose  to  adopt 
any  of  these  alternatives  at  that  time,  we 
discussed  these  three  options  during  the 
CY  2011  rulemaking  and  solicited 
public  comments  on  all  aspects  of  these 
alternatives,  including  the  potential 
associated  benefits  or  problems,  clinical 
concerns,  practitioner  administrative 
burden,  consistency  with  other 
Medicare  and  private  payer  payment 
policies,  and  claims  processing 
considerations.  In  general,  public 
commenters  on  the  data  collection  effort 
questioned  the  ability  to  collect  the 
needed  information  using  this  type  of 
system.  Commenters  raised  specific 
concerns  about  the  training  and 
education  of  therapists  that  would  be 
needed  prior  to  implementation. 
Although  concerns  were  expressed 
about  claims-based  data  reporting,  no 
one  questioned  the  need  for  data  on 
beneficiary  condition  and  functional 
limitations.  The  Congress  has  now 
included  in  section  3005(g)  of  the 
MCTRJCA  a  requirement  to  implement 
a  claims-based  data  collection  effort. 
While  the  proposed  system  is  based 
upon  the  data  collection  alternative 
discussed  in  the  CY  2011  PFS 
rulemaking,  it  has  been  modified  in 
response  to  the  comments  received  on 
the  CY  2011  proposed  rule. 

The  long-term  goal  is  to  develop  an 
improved  payment  system  for  Medicare 
therapy  services.  The  desired  payment 


system  would  pay  appropriately  and 
similarly  for  efficient  and  effective 
services  furnished  to  beneficiaries  with 
similar  conditions  and  functional 
linlitations  who  have  good  potential  to 
benefit  firom  the  services  furnished. 
Importantly,  such  a  system  would  not 
encourage  the  furnishing  of  medically 
unnecessary  or  excessive  services.  At 
this  time,  the  data  on  Medicare 
beneficiaries’  use  and  benefit  ft’om 
therapy  services  firom  which  to  develop 
an  improved  system  does  not  exist.  This 
proposed  data  collection  effort  would  be 
the  first  step  towards  collecting  the  data 
needed  for  this  type  of  payment  reform. 
Once  the  initial  data  have  been 
collected  and  analyzed,  we  expect  to  be 
able  to  identify  gaps  in  information  and 
determine  what  additional  data  are 
needed  to  develop  a  new  payment 
policy.  Without  a  better  understanding 
of  the  diversity  of  beneficiaries 
receiving  therapy  services  and  the 
variations  in  type  and  volume  of 
treatments  provided,  we  lack  the 
information  to  develop  a  comprehensive 
strategy  to  map  the  way  to  an  improved 
payment  policy.  While  this  claims- 
based  data  collection  proposal  is  only 
the  first  step  in  a  long-term  effort,  it  is 
an  essential  step. 

We  are  proposing  to  require  that 
claims  for  therapy  services  include 
nonpayable  G-codes  and  modifiers. 
Through  the  use  of  these  codes  and 
modifiers,  we  would  capture  data  on  the 
beneficiary’s  functional  limitations  (a)  at 
the  outset  of  the  therapy  episode,  (b)  at 
specified  points  during  treatment  and 
(c)  at  discharge  from  the  outpatient 
therapy  episode  of  care.  In  addition,  the 
therapist’s  projected  goal  for  functional 
status  at  the  end  of  treatment  would  be 
reported  on  the  first  claim  for  services 
and  periodically  throughout  an  episode 
of  care. 

Specifically,  G-codes  would  be  used 
to  identify  what  is  being  reported — 
current  status,  goal  status  or  discharge 
status.  Modifiers  would  indicate  the 


extent  of  the  severity/complexity  of  the 
functional  limitation  being  tracked.  The 
difference  between  the  reported 
functional  status  at  the  start  of  therapy 
and  projected  functional  status  at  the 
end  of  the  course  of  therapy  represents 
the  progress  the  therapist  anticipates  the 
beneficiary  would  make  during  the 
course  of  treatment/episode  of  care.  As 
the  beneficiary  progresses  through  the 
course  of  treatment,  one  would  expect 
progress  toward  the  goal  established  by 
the  therapist. 

By  tracking  changes  in  functional 
limitations  throughout  the  therapy 
episode  and  at  discharge,  we  would 
have  information  about  the  furnished 
therapy  services  and  the  outcomes  of 
such  services.  The  ICD-9  diagnosis 
codes  reported  on  the  claim  form  would 
provide  information  on  beneficiary 
condition. 

Since  2006,  we  have  paid  claims  for 
therapy  services  that  exceed  the  annual 
per  beneficiary  caps  when  the  claims 
include  the  KX  modifier.  The  presence 
of  the  KX  modifier  on  a  therapy  claim 
indicates  that  the  therapist  attests  that 
the  services  on  the  claim  are  medically 
necessary  and  that  the  justification  for 
medical  necessity  is  documented  in  the 
beneficiary’s  medical  record.  We 
propose  to  apply  the  additional  G-code 
and  modifier  reporting  requirements  to 
all  claims,  including  claims  with  the  KX 
modifier  and  those  subject  to  any 
manual  medical  review  process,  if  such 
manual  medical  review  or  the  KX  ' 
modifier  were  applicable,  after 
December  31,  2012.  (See  the  discussion 
about  therapy  caps  above.) 

(2)  Proposed  Nonpayable  G-Codes  on 
Beneficiary  Functional  Status 

For  the  proposed  reporting,  therapists 
would  report  G-codes  and  modifiers  on 
Medicare  claims  for  outpatient  therapy 
services.  Table  17  shows  the  proposed 
G-codes  and  their  definitions.  (An 
appropriate  status  indicator  will  be 
assigned  to  these  codes  if  finalized.) 


Table  17— Proposed  Nonpayable  G-Codes  for  Reporting  Functional  Limitations 


Functional  limitation  for  primary  functional  limitation 


GXXX1  . 

GXXX2  . 

GXXX3  . 

Primary  Functional  limitation . . . 

Primary  Functional  limitation . 

Primary  Functional  limitation  . 

Current  status  at  initial  treatment/episode  outset  and  at  re¬ 
porting  intervals. 

Projected  goal  status. 

Status  at  therapy  discharge  or  end  of  reporting. 

Functional  limitation  for  a  secondary  functional  limitation  if  one  exists 

GXXX4  . 

1  Secondary  Functional  limitation  . 

1 

Current  status  at  initial  treatment/outset  of  therapy  and  at  re¬ 
porting  intervals. 

GXXX5  . 

j  Secondary  Functional  limitation  . . . 

Projected  goal  status. 

GXXX6  . 

I  Secondary  Functional  limitation  . 

Status  at  therapy  discharge  or  end  of  reporting. 
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Table  17— Proposed  Nonpayable  G-Codes  for  Reporting  Functional  LiMiTATiONS—Continued 

Provider  attestation  that  functional  reporting  not  required 


Provider  confirms  functional  reporting  not  required. 


The  proposed  claims-based  data 
collection  system  using  G-codes  and 
severity  modifiers  builds  upon  current 
Medicare  requirements  for  therapy 
services.  Section  410.61  requires  that  a 
therapy  plan  of  care  (POC)  be 
established  before  treatment  begins. 

This  POC  must  include:  The  type, 
amount,  frequency,  and  duration  of  the 
PT,  OT,  SLP  services  to  be  furnished  to 
each  beneficiary,  the  diagnosis  and  the 
anticipated  goals.  Section  410.105(c) 
contains  similar  requirements  for 
services  furnished  in  the  CORF  setting. 
We  have  long  encouraged  therapists, 
through  our  manual  provisions,  to 
express  the  POC-required  goals  for  each 
beneficiary  in  terms  that  are 
measureable  and  relate  to  identified 
functional  impairments.  See  Pub  100— 

02,  Chapter  15,  Section  220.1.2.  The 
evaluation  and  the  goals  developed  as 
part  of  the  POC  would  be  the  foundation 
for  the  initial  reporting  under  the 
proposed  system. 

Using  the  first  set  of  G-codes  (GXXXl, 
GXXX2,  and  GXXX3)  with  appropriate 
modifiers,  the  therapist  would  report 
the  beneficiary’s  primary  functional 
limitation  or  the  most  clinically  relevant 
functional  limitation  at  the  time  of  the 
initial  therapy  evaluation  and  the 
establishment  of  the  POC.  In 
combination  with  appropriate 
modifiers,  these  G-codes  would  describe 
the  current  functional  limitation 
(GXXXl)  and  the  projected  goal 
(GXXX2)  for  the  functional  limitation 
and  the  status  at  the  end  of  a  course  of 
therapy  (GXXX3).  At  specified  intervals 
during  treatment,  claims  would  also 
include  GXXXl  to  show  the  status  at 
that  time  and  GXXX2  to  show  the  goal, 
which  would  not  change  during 
therapy,  except  as  described  below.  At 
the  time  the  beneficiary  is  discharged 
from  therapy,  the  final  claim  for  this 
episode  of  care  would  use  GXXX2  to 
show  the  goal  and  GXXX3  to  denote 
status  at  the  end  of  reporting  for  this 
functional  limitation. 

Therapists  frequently  use 
measurement  tools  to  quantify 
beneficiary  function.  The  Patient 
Inquiry  by  Focus  on  Therapeutic 
Outcomes,  Inc.  (FOTO)  and  the  National 
Outcomes  Measurement  System 
(NOMS)  by  the  American  Speech- 
Language-Hearing  Association  (ASHA) 
are  two  such  assessment  tools  in  the 
public  domain  that  can  be  used  to 
determine  a  composite  or  overall  score 


for  an  assessment  of  beneficiary 
function.  Therapists  could  use  the  score 
produced  by  such  measurement  tools, 
provided  they  are  valid  and  reliable,  to 
select  the  appropriate  modifier  for 
reporting  the  beneficiary’s  functional 
status.  While  we  support  the  use  of 
consistent,  objective  tools  to  determine 
beneficiary  functional  limitation,  for 
several  reasons,  at  this  time  we  are  not 
endorsing,  nor  are  we  proposing  to  . 
require,  use  of  a  particular  tool  to 
determine  the  severity  modifier 
discussed  in  the  next  section.  Some 
tools  are  proprietary,  and  others  in  the 
public  domain  cannot  be  modified  to 
explicitly  address  this  data  collection 
project.  Further,  this  data  collection 
effort  spans  several  therapy  disciplines. 
Requiring  a  specific  instrument  could 
create  burdens  for  therapists  that  would 
have  to  be  considered  in  light  of  any 
potential  improvement  in  data  accuracy, 
consistency  and  appropriateness  that 
such  an  instrument  would  generate.  We 
may  reconsider  this  decision  once  we 
have  more  experience  with  claims-based 
data  collection  on  beneficiary  function 
associated  with  furnished  therapy 
services.  We  are  seeking  public 
comment  on  the  use  of  assessment  tools. 
In  particular,  we  are  interested  in 
feedback  regarding  the  benefits  and 
burdens  associated  with  use  of  a 
specific  tool  to  assess  beneficiary 
functional  limitations.  We  request  that 
those  favoring  a  requirement  to  use  a 
specific  tool  provide  information  on  the 
preferred  tool  and  describe  why  the  tool 
is  preferred. 

Early  results  from  the  DOTPA  project 
suggest  that  most  beneficiaries  have 
more  than  one  functional  limitation  at 
treatment  outset.  In  fact,  only  21  percent 
of  the  DOTPA  assessments  reported  just 
one  functional  limitation.  Slightly  more 
than  half  (54  percent)  reported  two, 
three  or  four  functional  limitations. 

To  the  extent  that  the  DOTPA 
experience  is  typical,  the  therapist  may 
need  to  make  a  determination  as  to 
which  functional  limitation  is  primary 
for  reporting  purposes.  In  cases  where 
this  is  unclear,  the  therapist  may  choose 
the  functional  limitation  that  is  most 
clinically  relevant  to  a  successful 
outcome  for  the  beneficiary,  the  one  that 
would  yield  the  quickest  and  greatest 
mobility,  or  the  one  that  is  the  greatest 
priority  for  the  beneficiary.  In  all  cases, 
this  primary  functional  limitation 
should  reflect  the  predominant 


limitation  that  the  furnished  therapy 
services  are  intended  to  address. 

To  allow  for  more  complete  reporting, 
the  second  set  of  G-codes  in  Table  17 
could  be  used  to  describe  a  secondary 
functional  limitation,  when  one  exists. 
Two  examples  demonstrate  the 
applicability  of  the  second  set  of  G- 
codes. 

(1)  A  beneficiary  under  a  PT  plan  of 
care  is  being  treated  simultaneously  for 
mobility  restriction,  for  example, 
“walking  and  moving”  (including,  for 
example,  climbing  stairs)  due  to 
complications  following  a  total  knee 
replacement  and  for  a  “self-care” 
restriction  due  to  a  stabilized  and 
immobilized  upper  extremity  after  a 
shoulder  dislocation. 

(2)  A  beneficiary  under  a  SLP  plan  of 
care  may  be  treated  simultaneously  for 
both  a  swallowing  dysfunction  and  a 
communication  impairment  resulting 
from  a  stroke. 

This  secondary  G-code  set  is  used  to 
report  the  functional  limitation  that  the 
therapist  considers  secondary  to  the 
primary  one  at  the  outset  of  a  course  of 
therapy.  For  example,  in  the  first 
scenario  above,  the  therapist  determines 
the  “self-care”  to  be  secondary  to  the 
beneficiary’s  primary  one  (“walking  and 
moving”).  The  therapist  would  report 
the  secondary  functional  limitation 
using  a  current  status  (GXXX4)  along 
with  the  associated  goal  (GXXX5). 

In  some  cases,  a  secondary  functional 
limitation  may  not  develop  or  be 
identified  until  after  the  course  of 
treatment  has  begun.  In  such  situations, 
the  therapist  would  begin  reporting  this 
secondary  set  at  the  time  the  functional 
limitation  is  identified.  Just  as  in  the 
example  above,  the  therapist  would 
report  GXXX4  and  GXXX5. 

For  beneficiaries  having  more  than 
two  functional  limitations,  once  the  goal 
for  the  primary  functional  limitation  has 
been  reached  or  the  beneficiary’s 
potential  to  reach  the  goal  has  been 
maximized,  the  reporting  on  that 
functional  limitation  ends  and  reporting 
can  begin  on  a  new  functional 
limitation.  The  therapist  would  use  the 
set  of  G-codes  (and  associated 
modifiers)  for  the  primary  functional 
limitation,  that  is,  GXXX1-GXXX3,  to 
report  functional  status  of  the 
beneficiary’s  third  functional  restriction. 
This  process  of  adding  a  new  functional 
limitation,  for  example,  for  the  fourth 
and  the  fifth,  can  continue  until  therapy 
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ends.  Following  this  process,  the  set  of 
G-codes  that  the  therapist  uses 
originally  to  report  each  functional 
limitation  does  not  change  throughout 
the  episode  of  care,  even  though  the 
originally  reported  secondary  functional 
limitation  (reported  with  G)^X4 
through  GXXX6)  may  have  become  the 
primary  one,  for  clinical  purposes,  once 
the  goal  for  the  originally  reported 
primary  functional  limitation  was 
reached.  The  therapist  is  not  expected  to 
change  the  G-code  set  used  originally  to 
report  a  particular  functional  limitation; 
we  believe  requiring  therapists  to  do  so 
would  be  too  burdensome  and  would 
confuse  the  data  we  are  collecting  for 
programmatic  purposes. 

We  are  seeking  comment  on  specific 
issues  regarding  reporting  data  on  a 
secondary  limitation.  Specifically,  we 
request  comments  regarding  whether 
reporting  on  secondary  functional 
limitations  should  be  required  or 
optional.  We  would  also  be  interested  in 
information  regarding  what  percentage 
of  Medicare  therapy  beneficiaries  has 
more  than  one  functional  limitation  at 
the  outset  of  therapy,  and  for  those  with 
multiple  functional  limitations,  what  is 
the  average  number.  We  would  also  be 
interested  in  information  on  the 
percentage  of  these  functional 
limitations  for  which  therapists  go  on  to 
measure,  document,  and  develop  related 
therapy  goals. 

The  proposed  G-codes  differ  from  the 
three  separate  pairs  of  G-codes 
discussed  in  the  GY  2011  PFS 
rulemaking.  The  CY  2011  discussion 
included  these  three  pairs  of  G-codes, 
all  of  which  reflect  specific  IGF 
terminology: 

•  Impairments  of  Body  Functions 
and/or  Impairments  of  Body  Structures: 

•  Activity  Limitations  and 
Participation  Restrictions;  and 

•  Environmental  Factors  Barriers. 
Each  pair  contained  a  G-code  to 
represent  the  beneficiary’s  current 
functional  status  and  another  G-code  to 
represent  the  beneficiary’s  projected 
goal  status.  Like  the  G-codes  in  this 
proposal,  these  G-codes  would  have 
been  used  with  modifiers  to  reflect  the 
severity/complexity  of  each  element. 

This  set  of  G-codes  appeared  to  us  to 
be  potentially  redundant  and  confusing 
since  we  are  using  the  term  functional 
limitations  to  be  synonymous  with  the 
IGF  terminology  “activity  limitations 
and  participation  restrictions.” 
Requiring  separate  reporting  on  three 
elements  would  have  imposed  a  burden 
on  therapists  without  providing  a 
meaningful  benefit  in  the  value  of  the 
data  provided.  Further,  because 
environmentaf  barriers  as  discussed  in 


CY  2011  are  contextual,  we  do  not 
believe  collecting  information  on  them 
would  contribute  to  developing  an 
improved  payment  system  or  assist  with 
medical  review.  Since  our  goal  is  to 
develop  a  system  that  imposes  the 
minimal  additional  burden  while 
providing  adequate  data  to  accomplish 
the  statutory  directive  (to  assist  in 
reforming  the  Medicare  payment  system 
for  outpatient  therapy  services),  we  are 
proposing  to  require  that  just  one  set  of 
G-codes  be  used  for  reporting  the 
primary  functional  limitation.  We  added 
a  second  set  of  G-codes  for  a  secondary 
functional  limitation,  which  are 
identical  to  those  used  for  the  primary 
functional  limitation.  We  are  interested 
in  public  comment  on  whether  these 
proposed  G-codes  allow  adequate 
reporting  on  beneficiary’s  functional 
limitations.  We  would  particularly 
appreciate  receiving  specific  suggestions 
for  any  missing  elements. 

(3)  Severity/Complexity  Modifiers 

For  each  functional  G-code  used  on  a 
claim,  a  modifier  would  be  required  to 
report  the  severity/complexity  for  that 
functional  limitation.  We  propose  to 
adopt  a  12-point  scale  to  report  the 
severity  or  complexity  of  the  functional 
limitation  involved.  The  proposed 
modifiers  are  listed  in  Table  18. 


Table  18— Proposed  Modifiers 


Modifier 

Impairment  limitation 
•  restriction  difficulty 

XA . 

0%. 

XB . 

Between  1-9%. 

XC . 

Between  10-19%. 

XD . 

Between  20-29%. 

XE  . 

Between  30-39%. 

XF  . 

Between  40-49%. 

XG  . 

Between  50-59%. 

XH . 

Between  60-69%. 

XI  . 

Between  70-79%. 

XJ  . 

Between  80-89%. 

XK  . . . 

Between  90-99%. 

XL  . 

100%. 

An  example  of  how  a  therapist  would 
translate  data  from  another  assessment 
tool  to  this  scale  may  be  helpful.  In  our 
example,  the  physical  therapist  used  the 
Berg  Balance  Scale  (the  long  original 
version)  to  document  the  beneficiary’s 
functional  balance  restriction  and  the 
beneficiary’s  test  score  is  33.  (The  scores 
on  this  test  range  from  0-56.  A  score 
below  41  is  considered  to  be  at 
moderate  risk  of  falling.)  Once  the  test 
is  completed,  the  therapist  maps  the 
beneficiary’s  score  to  our  severity 
modifier  scale.  To  do-so,  the 
beneficiary’s  score  must  first  be 
converted  to  a  percentage.  A  score  of  33 
on  a  scale  of  56  would  equal  59  percent. 


To  map  the  percentage  from  the  Berg 
Balance  Scale  to  the  modifier  scale,  it 
must  be  subtracted  fi-om  100,  since  zero 
on  the  Berg  Balance  Scale  reflects  100 
percent  limitation/disability.  When  69 
percent  is  subtracted  from  100  percent, 
the  result  is  41  percent.  This  number 
falling  between  40  percent  and  49 
percent  is  mapped  to  the  severity 
modifier  of  “XF.” 

As  already  noted,  there  are  many 
other  valid  and  reliable  measurement 
tools  that  therapists  use  to  quantify 
functional  limitations.  Among  these  are 
four  assessment  tools  we  discussed  in 
CY  2011  PFS  rulemaking — namely,  the 
Activity  Measure — Post  Acute  Care 
(AM-PAC)  tool,  the  FOTO  Patient 
Inquiry,  OPTIMAL,  and  NOMS.  We  list 
these  tools  as  recommended  for  use  by 
therapists,  though  not  required,  in  the 
outpatient  therapy  lOM  provision  of  the 
Benefits  Policy  Manual,  Chapter  15, 
Section  220. 3C  “Documentation 
Requirements  for  Therapy  Services.” 

The  scores  from  these  and  other 
measurement  tools  already  in  use  by 
therapy  disciplines  produce  numerical 
or  percentage  scores  that  can  be  mapped 
or  crosswalked  to  the  proposed  severity 
modifier  scale.  The  advantage  of  using 
an  assessment  tool  that  yields  a 
composite  score,  such  as  NOMS,  would 
be  that  only  the  G-codes  for  the  primary 
functional  limitation  would  need  to  be 
reported  even  if  we  required  reporting 
of  secondary  limitations. 

In  assessing  the  ability  of  therapists  to 
provide  the  required  severity 
information  regardless  of  what 
assessment  tool  they  use,  if  any,  we 
considered  the  comments  received  on 
the  CY  2011  PFS  proposed  rule 
discussion  and  our  preliminary 
experience  from  the  DOTPA  project. 
Both  indicated  that  we  needed  greater 
granularity  in  our  severity  scale  to  more 
accurately  assess  changes  in  functional 
limitation  over  the  course  of  therapy. 
Specifically,  most  commenters  favored 
the  7-point  scale  over  the  5-point  ICF- 
based  scale.  They  preferred  a  scale  with 
more  severity  levels  since  it  would 
allow  the  therapist  to  document  smaller 
changes  that  many  therapy  beneficiaries 
make  towards  their  goals.  For  example, 
the  “severe”  level  of  the  5-point  scale 
includes  a  45-point  spread  (ft-om  50-95 
percent)  making  it  difficult  to  document 
a  change  or  improvement  in  a 
beneficiary’s  condition  whose  limitation 
being  rated  falls  into  this  category. 
Commenters  also  liked  the  equal 
increments  of  the  7-point  scale. 

We  believe  that  neither  the  five-  or 
seven-point  scales  are  adequate  for  this 
reporting  system,  and  developed  a  new 
scale.  The  12 -point  scale  we  are 
proposing  is  an  enhancement  of  the  7- 
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point  scale.  It  achieves  the  ability  to 
more  accurately  capture  changes  in 
functional  limitations  over  the  course  of 
treatment  and  is  easier  to  use  and 
understand.  It  addresses  the  concern  of 
a  major  association,  which  supported 
the  7-point  scale,  but  suggested  that  an 
even  more  sensitive  rating  scale  (one 
with  more  increments)  might  be 
necessary  to  show  progress  of  certain 
beneficiaries  toward  their  projected 
goals,  particularly  those  beneficiaries 
with  neurological  conditions,  such  as 
strokes.  In  addition,  the  proposed 
scale’s  10-percentage  point  increments 
make  it  easier  for  therapists  to  convert 
composite  and  overall  scores  from 
assessment  instruments  or  other 
measurement  tools  to  this  scale. 

(4)  Adaptation  for  G-Codes  by  Select 
Categories  of  Functional  Limitations 

The  ultimate  goal  of  gathering 
information  on  beneficiary  function  is  to 
have  adequate  information  to  develop 
an  alternative  payment  system  for 


therapy  services.  Although  the 
information  that  would  be  collected 
pursuant  to  the  proposal  discussed 
above  would  greatly  increase  our 
understanding  of  the  therapy  services 
furnished  and  any  progress  made  as  a 
result  of  these  services,  it  would  leave 
us  far  short  of  the  data  needed  for 
developing  a  new  payment  system.  A 
significant  limitation  of  this  proposal  is 
that  it  would  not  provide  data  by  type 
of  functional  limitation  involved.  We 
have  been  unable  to  identify  an  existing 
system  that  categorizes  the  variety  of 
functional  limitations  addressed  by 
therapists.  Without  an  existing  system 
that  could  be  used  to  collect  data  on 
specific  functional  limitations,  we  could 
not  develop  and  implement  a  complete 
system  categorizing  all  functional 
limitations  within  the  time  period 
allowed  by  the  statute. 

However,  we  could  begin  to  collect 
data  on  select  categories  of  functional 
limitations  by  adapting  the  reporting 
system  described  above  to  include  some 


category  specific-reporting  in  addition 
to  the  generic  reporting.  Should  we 
decide  to  use  a  system  with  category- 
specific  reporting,  we  would  expect  to 
develop  specific  nonpayable  G-codes  for 
select  categories  of  functional 
limitations  in  the  final  rule.  Under  this 
adaptation,  if  one  of  the  select  categories 
of  functional  limitations  created 
describes  the  functional  limitation  being 
reported,  that  G-code  set  would  be  used 
to  report  the  current,  projected  goal,  and 
discharge  status  of  the  beneficiary. 

Any  functional  limitation  not 
identified  in  this  limited  G-code  set 
would  be  reported  using  the  generic  G- 
. codes  previously  described. 

To  demonstrate  this  approach,  we 
have  created  G-codes  that  describe  the 
two  most  frequently  reported  functional 
limitations  by  each  of  the  three  therapy 
disciplines  in  the  DOTPA  project.  (See 
Table  19.)  When  appropriate,  these  G- 
codes  would  be  used  exactly  as  the 
generic  ones. 

BILLING  CODE  4120-01-P 


44770 


Federal  Register / Vol.  77,  No.  146 /Monday,  July  30,  2012 / Proposed! Rules 


TABLE  19:  Select  Categories  of  G-Codes 


Walk^  &  Moving 

Walking  &  moving  around  functional  limitation,  current  status  at  time  of  initial  GXXX8 
therapy  treatment/episode  outset  and  reporting  intervals 

Walking  &  moving  around  functional  limitation,  projected  goal  status,  at  initial  GXXX9 
therapy  treatment/outset  and  at  discharge  from  therapy 

Walking  &  moving  around  functional  limitation,  discharge  status,  at  discharge  GXXIO 
from  therapy /end  of  reporting  on  limitation 


Changing  &  maintaining  body  position  functional  limitation,  current  status  at  GXX 1 1 
time  of  initial  therapy  treatment/episode  outset  and  reporting  intervals 
Changing  &  maintaining  body  position  functional  limitation,  projected  goal  GXX  12 
status  at  initial  therapy  treatment/outset  and  at  discharge  from  therapy 
Changing  &  maintaining  body  position  functional  limitation,  discharge  status  GXX  13 

at  discharge  from  therapy/end  of  reporting  on  limitation 
"  Carrying, 

Carrying,  moving  &  handling  objects  functional  limitation,  current  status  at  GXX  14 

time  of  initial  therapy  treatment/episode  outset  and  reporting  intervals 

Carrying,  moving  &  handling  objects  functional  limitation,  projected  goal  GXX  15 

status  at  initial  therapy  treatment/outset  and  at  discharge  from  therapy 

Carrying,  moving  &  handling  objects  functional  limitation,  discharge  status  at  GXX  16 

discharge  from  theraj^/end  of  reporting  on  limitation  ^  ^  ^ 

Self  care  functional  limitation,  current  status  at  time  of  initial  therapy  GXX  17 

treatment/episode  outset  and  reporting  intervals 

Self  care  functional  limitation,  projected  goal  status  at  initial  therapy  GXX  18 

treatment/outset  and  at  discharge  from  therapy 

Self  care  functional  limitation,  discharge  status  at  discharge  from  therapy/end  GXX  19 
of  reporting  on  limitation 

^^BgggpumiaHion:  _ _ _ _ _ _ _ _ _ 

Communication:  Reception  functional  limitation,  current  status  at  time  of  GXX20 

initial  therapy  treatment/episode  outset  and  reporting  intervals 

Communication:  Reception  functional  limitation,  projected  goal  status  at  initial  GXX21 
therapy  treatment/outset  and  at  discharge  from  therapy 

Communication:  Reception  functional  limitation,  discharge  status  at  discharge  GXX22 
_^m  thera^^n^fre^o^r^^^^^to^n^^^^ 

Communication:  Expression  functional  limitation,  current  status  at  time  of  GXX23 
initial  therapy  treatment/episode  outset  and  reporting  intervals 

Communication:  Expression  functional  limitation,  projected  goal  status  at  GXX24 
initial  therapy  treatment/outset  and  at  discharge  from  therapy 

Communication:  Expression  functional  limitation,  discharge  status  at  GXX25 

discharge  from  therapy/end  of  reporting  on  limitation 


BILLING  CODE  4120-01-C 

The  benefit  of  having  these  select  G- 
code  sets  in  addition  to  the  general  G- 
codes  is  that  the  data  collected  could  be 
analyzed  by  specific  diagnoses/ 
conditions  and  categories  of  functional 


limitations.  We  believe  that  in  order  to 
develop  an  improved  payment  system 
for  therapy  services  this  type  of 
information  is  needed.  Moreover, 
expansion  of  these  categorical  G-codes 


to  encompass  many  more  categories  of 
functional  limitations  is  essential. 
However,  implementing  specific  G- 
codes  for  a  select  set  of  functional 
limitations  could  be  a  starting  point.  An 
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initial  data  set  could  allow  us  to  begin 
collecting  the  necessary  data.  It  would 
also  help  us  to  evaluate  how  such  a 
system  works  and  make  improvements 
before  imposing  requirements  across  the 
board. 

We  seek  input  from  therapists  on 
categories  of  functional  limitations, 
such  as  those  described  in  this  section. 
We  specifically  request  comments 
regarding  the  following  questions. 

Would  data  collected  on  categories  of 
functional  limitations  provide  more 
meaningful  data  on  therapy  services 
than  that  collected  through  use  of  the 
generic  G-codes  in  our  proposal?  Should 
we  choose  to  implement  a  system  that 
is  based  on  at  least  some  select 


categories  of  functional  limitation, 
which  functional  limitations  should  we 
collect  data  on  in  2013?  Is  it  more,  less 
or  the  same  burden  to  report  on 
categories  of  functional  limitations  or 
generic  ones?  The  categories  of 
functional  limitations  described  above 
are  based  on  the  IGF  categories,  but 
these  IGF  categories  also  have 
subcategories.  Should  we  use 
subcategories  for  reporting?  Are  there 
specific  conditions  not  covered  by  these 
IGF  categories?  Would  we  need  to  have 
G-codes  for  the  same  categories  of 
secondary  limitations? 

(5)  Reporting  Frequency  , 

We  propose  to  require  this  claims- 
based  reporting  in  conjunction  with  the 


initial  service  at  the  outset  of  a  therapy 
episode,  at  established  intervals  during 
treatment  and  at  discharge.  The  number 
of  G-codes  required  on  a  particular 
claim  would  vary  frotfi  one  to  four, 
depending  on  the  circumstances.  Table 
20  shows  a  graphic  example  of  which 
codes  are  used  for  specified  reporting. 
We  would  note  that  the  example 
represents  a  therapy  episode  of  care 
occurring  over  an  extended  time  period. 
This  example  might  be  typical  for  a 
beneficiary  receiving  therapy  for  the  late 
effects  of  a  stroke.  We  chose  to  use  an 
example  with  a  much  higher  than 
average  number  of  treatment  days  in 
order  to  show  a  greater  variety  of 
reporting  scenarios. 


TABLE  20:  Example 


Evaluation/Treatment  Day  1 
Begin  Reporting  Period  #  1 

End  Reporting  Period  #1 

Begin  Reporting  Period  #2 

Claim  for  treatment  days 

5  and  6  in  Period  #2 

End  Reporting  Period  #2 

Begin  Reporting  Period  #3 

Discharge  /End  of  reporting  on 
Primary  Functional  Limitation 

Enct  Reporting  Period  #3 

"W  0, 

-St.'  ’  ■‘--A 

GXXXl  -  Current 

X 

X 

X 

X 

X 

GXXX2  -  Goal 

X 

X 

X 

X 

GXXX3  -  Discharge 

X 

»  .A,-- 

GXXX4- Current 

X 

X 

X 

X 

GXXX5-Goal 

X 

X 

GXXX6  -  Discharge 

GXXXX7 

X 

•  Outset.  Under  this  proposal,  the 
first  reporting  of  G-codes  and  modifiers 
would  occur  when  the  outpatient 
therapy  episode  of  care  begins.  This 
would  typically  be  the  date  of  service 
when  the  therapist  furnishes  the 
evaluation  and  develops  the  required 
plan  of  care  for  the  beneficiary.  At  the 
outset,  the  therapist  would  use  the  G- 
codes  and  modifiers  to  report  a  current 
status  and  a  projected  goal  for  the 
primary  functional  limitation.  If  a 
secondary  functional  limitation  needs  to 
be  reported  at  this  time,  the  same 
information  would  be  reported  using  G- 


codes  and  associated  modifiers  for  the 
secondary  functional  limitation. 

•  Every  10  Treatment  Days  or  30 
Calendar  Days,  Whichever  Is  Less.  We 
propose  to  require  that  the  reporting 
frequency  for  G-codes  and  associated 
modifiers  be  once  every  10  treatment 
days  or  at  least  once  during  each  30 
calendar  days,  whichever  time  period  is 
shorter.  The  first  treatment  day  for 
purposes  of  reporting  would  be  the  day 
that  the  initial  visit  takes  place.  The 
date  the  episode  of  care  begins,  typically 
at  the  evaluation,  even  when  the 
therapist  does  not  furnish  a  separately 
billable  procedure  in  addition  to  the 


evaluation  for  this  day,  would  be 
considered  treatment  day  one, 
effectively  beginning  the  count  of 
treatment  days  or  calendar  days  for  the 
first  reporting  period. 

In  calculating  the  10  treatment  days, 
a  treatment  day  is  defined  as  a  calendar 
day  in  which  treatment  occurs  resulting 
in  a  billable  service.  Often  a  treatment 
day  and  a  therapy  “session”  or  “visit” 
may  be  the  same,  but  the  two  terms  are 
not  interchangeable.  Infrequently,  for 
example,  a  beneficiary  might  receive 
certain  services  twice  a  day — these  two 
different  sessions  (or  visits)  in  the  same 
day  are  counted  as  one  treatment  day). 
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On  the  claim  for  service  on  the  10th 
treatment  day  or  the  30th  calendar  day 
after  treatment  day  one,  the  therapist 
would  only  report  GXXXl  and  the 
appropriate  modifier  to  show  the 
beneficiary’s  functional  status  at  the  end 
of  this  reporting  period.  If  also  reporting 
on  a  secondary  functional  limitation, 
GXXX4  emd  the  appropriate  modifier 
would  be  included  as  well. 

The  next  reporting  period  begins  on 
the  next  treatment  day,  that  is,  the  time 
period  between  the  end  of  one  reporting 
period  and  the  next  treatment  day  does 
not  count  towards  the  30  calendar  day 
period.  On  the  claim  for  services 
furnished  on  this  date,  the  therapist 
would  report  both  the  G-code  and 
modifier  showing  the  current  functional 
status  at  this  time  along  with  the  G-code 
and  modifier  reflecting  the  projected 
goal  that  was  identified  at  the  outset  of 
the  therapy  episode.  This  process  would 
continue  until  the  beneficiary  concludes 
the  course  of  therapy  treatment. 

On  a  claim  for  a  service  that  does  not 
require  specific  reporting  of  a  G-code 
with  modifier  (that  is',  a  claim  for 
services  between  the  first  and  the  tenth 
day  of  service  and  that  is  less  than  30 
days  from  the  initial  assessment), 

GXXX7  would  be  used.  By  using  this 
code,  the  therapist  would  be  confirming 
that  the  claim  does  not  require  specific 
functional  limitation  reporting.  This  is 
the  only  G-code  that  is  reported  without 
a  severity  modifier. 

The  count  of  days,  both  treatment  and 
calendar,  for  the  second  reporting 
period  and  any  others  thereafter,  would 
begin  on  the  first  treatment  day  after  the 
end  of  the  previous  reporting  period. 

VVe  selected  the  10/30  frequency  of 
reporting  to  be  consistent  with  our 
timing  requirements  for  progress 
reports.  These  timing  requirements  are 
included  in  the  Documentation 
Requirements  for  Therapy  Services  (see 
Pub.  100-02,  Chapter  15,  Section  220.3, 
Subsectton  D).  By  making  these 
reporting  timeframes  consistent  with 
Medicare’s  other  requirements, 
therapists,  who  are  already  furnishing 
therapy  services  to  Medicare 
outpatients,  would  have  a  familiar 
framework  for  successfully  adopting  our 
new  reporting  requirement.  This  should 
minimize  the  additional  burden.  In 
additiofi  to  reflecting  the  Medicare 
required  documentation  for  progress 
reports,  we  believe  that  this  simplifies 
the  process  and  minimizes  the  new 
burden  on  practitioners  since  many 
therapy  episodes  would  be  completed 
by  the  10th  treatment  day.  In  2008,  the 
average  number  of  days  in  a  therapy 
episode  was  nine  treatment  days  for 
SLP,  11  treatment  days  for  PT,  and  12 
treatment  days  for  O'T.  When  reporting 


on  two  functional  limitations,  the 
therapist  would  report  the  G-codes  and 
modifiers  for  the  second  condition  in 
the  manner  described  above.  In  other 
words,  at  the  end  of  the  reporting 
period,  two  G-codes  would  be  reported 
to  show  current  functional  status — one 
for  the  primary  (GXXXl)  and  one  for  the 
secondary  (GXXX4)  limitation. 

Similarly,  at  the  beginning  of  the 
reporting  period  four  G-codes  would  be 
reported.  GXXXl  and  GXXX4  would  be 
used  to  report  current  status  for  the 
primary  and  secondary  functional 
limitations,  respectively;  and,  GXXX2 
and  GXXX5  would  be  used  to  report  the 
goaKstatus  for  the  primary  and 
secondary  functional  limitations, 
respectively. 

The  reporting  periods  must  be  the 
same  for  both  the  primary  and 
secondary  functional  limitation.  The 
therapist  can  accomplish  this  by  starting 
them  at  the  same  time  or  if  the 
secondary  functional  limitation  is  added 
at  some  point  in  treatment,  the  primary 
functional  limitation’s  reporting  period 
must  be  re-started  by  reporting  GXXXl 
and  GXXX2  at  the  same  time  the  new 
secondary  functional  limitation  is  added 
using  GXXX4  and  GXXX5. 

Further,  for  those  therapy  treatment 
episodes  lasting  longer  periods  of  time, 
the  periodic  reporting  of  the  G-codes 
and  associated  modifiers  would  reflect 
any  progress  that  the  beneficiary  made 
toward  the  identified  goal.  In  summary, 
we  propose  to  require  the  reporting  of 
G-codes  and  modifiers  at  episode  outset 
(evaluation  or  initial  visit),  and  once 
every  10th  treatment  day  or  at  least 
every  30  calendar  days,  whichever  time 
period  is  less. 

We  believe  it  is  important  that  the 
requirements  for  this  reporting  system 
be  consistent  with  the  requirements  for 
documenting  any  progress  in  the 
medical  record  as  specified  in  our 
manual.  Given  the  current  proposal  for 
claims-based  data  collection,  we  believe 
it  is  an  appropriate  time  to  reassess  the 
manual  requirements.  Toward  this  vein, 
we  are  seeking  comment  on  whether  it 
would  be  appropriate  to  modify  the 
progress  note  requirement  in  the  lOM  to 
one  based  solely  on  the  number  of 
treatment  days,  such  as  six  or  ten. 
Should  this  modification  be  made,  a 
corresponding  change  would  be  made  in 
the  reporting  periods.  We  seek 
comments  regarding  clinical  impact  of 
such  a  change. 

•  Discharge.  In  addition,  we  are 
proposing  to  require  reporting  of  the  G- 
code/modifier  functional  data  at  the 
conclusion  of  treatment  so  that  we  have 
a  complete  set  of  data  for  the  therapy 
episode  of  care.  Requiring  the  reporting 
at  discharge  mirrors  the  lOM 


requirement  of  a  discharge  note  or 
summary.  This  set  of  data  would  reveal 
any  functional  progress  or  improvement 
the  beneficiary  made  toward  the 
projected  therapy  goal  during  the  entire 
therapy  episode.  Specifically,  having 
information  on  the  beneficiary’s 
functional  status  at  the  time  of  discharge 
shows  whether  or  to  what  degree  the 
projected  therapy  goal  was  met. 

To  report  the  current  status  of  the 
functional  limitation  at  the  time  of 
discharge,  the  therapist  would  use 
GXXX3  and  the  appropriate  modifier. 
Where  there  is  a  secondary  functional 
limitation,  GXXX6,  along  with  its 
appropriate  modifier,  would  also  be 
reported.  In  addition,  GXXX2,  along 
with  the  modifier  established  at  the 
outset  of  therapy,  is  used  to  report  the 
projected  goal  status  of  the  primary 
functional  limitation.  And,  GXXX4  and 
its  corresponding  modifier  is  reported  to 
show  the  projected  goal  status  for  the 
secondary  functional  limitation  that  was 
established  at  the  outset  of  therapy.  The 
imposition  of  this  reporting  requirement 
does  not  justify  scheduling  an 
additional,  and  perhaps  medically 
unnecessary,  final  session  in  order  to 
measure  the  beneficiary’s  function  for 
the  sole  purpose  of  reporting. 

Although  collection  of  discharge  data 
is  important  in  achieving  our  goals,  we 
recognize  that  data  on  functional  status 
at  the  time  therapy  concludes  is  likely 
to  be  incomplete  for  some  beneficiaries 
receiving  outpatient  therapy  services. 
The  DOTPA  project  has  found  this  to  be 
true.  There  are  various  reasons  as  to 
why  the  therapist  would  not  be  able  to 
report  functional  status  using  G-codes 
and  modifiers  at  the  time  therapy  ends. 
Sometimes,  beneficiaries  may 
discontinue  therapy  without  alerting 
their  therapist  of  their  intention  to  do 
so,  simply  because  they  feel  better,  they 
can  no  longer  fit  therapy  into  their  work 
schedules,  or  their  transportation  is 
unavailable.  Whatever  the  reason,  there 
would  be  situations  where  the  therapy 
ends  without  a  discharge  visit.  In  these 
situations,  we  would  not  require  the 
reporting  at  discharge.  However,  we 
encourage  therapists  to  include 
discharge  reporting  whenever  possible 
on  the  final  claims. 

For  example,  since  the  therapist  is 
typically  reassessing  the  beneficiary 
during  the  therapy  sessions,  the  data 
critical  to  the  severity/complexity  of  the 
functional  measure  may  be  available 
even  when  the  final  therapy  session 
does  not  occur.  In  these  instances,  the 
G-codes  and  modifiers  appropriate  to 
discharge  should  be  reported. 

We  are  particularly  interested  in  how 
often  the  therapy  community  finds  that 
beneficiaries  discontinue  therapy 
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without  the  therapist  knowing  in 
advance  that  it  is  the  last  treatment 
session  and  other  situations  in  which 
the  discharge  data  would  not  be 
available  for  reporting. 

•  Significant  Change  in  Beneficiary 
Condition.  We  are  proposing  that,  in 
addition  to  reporting  at  the  intervals 
discussed  above,  the  G-code/modifier 
measures  would  be  required  to  be 
reported  when  a  formal  and  medically 
necessary  re-evaluation  of  the 
beneficiary  results  in  an  alteration  of  the 
goals  in  the  beneficiary’s  POC.  This 
could  result  from  new  clinical  findings, 
an  added  comorbidity,  or  a  failure  to 
respond  to  treatment  described  in  the 
POC.  This  reporting  affords  the  therapist 
the  opportunity  to  explain  a 
beneficiary’s  failure  to  progress  toward 
the  initially  established  goal(s]  and 
permits  either  the  revision  of  the 
severity  status  of  the  existing  goal  or  the 
establishment  of  a  new  goal  or  goals. 

The  therapist  would  be  required  to 
begin  a  new  reporting  period  when 
submitting  a  claim  containing  a  CPT 
code  for  an  evaluation  or  a  re- 
evaluation.  These  G-codes,  along  with 
the  associated  modifiers,  could  be  used 
to  show  an  increase  in  the  severity  of 
one  or  two  functional  limitations;  or, 
they  could  be  used  to  reflect  the  severity 
of  newly  identified  functional 
limitations  as  delineated  in  the  revised 
plan  of  care. 

(6)  Documentation 

We  propose  to  require  that 
documentation  of  the  information  used 
for  reporting  under  this  system  must  be 
included  in  the  beneficiary’s  medical 
record.  The  therapist  would  need  to 
track  in  the  medical  record  the  G-codes 
and  the  corresponding  severity 
modifiers  that  were  used  to  report  the 
status  of  the  functional  limitations  at  the 
outset  of  the  therapy  episode,  at  the 
beginning  and  end  of  each  reporting 
period,  and  at  the  time  of  discharge  (or 
to  report  that  the  projected  goal  has 
been  achieved  and  reporting  on  the 
particular  functional  limitation  has 
ended).  It  is  important  to  include  this 
information  in  the  record  in  order  to 
create  an  auditable  record  and  so  that 
this  record  would  also  serve  to  improve 
the  quality  of  data  CMS  collects  as  it 
will  help  the  therapist  keep  track  of 
assessment  and  treatment  information 
for  particular  beneficiaries. 

For  example,  the  therapist  selects  the 
functional  limitation  of  “walking  and 
moving’’  as  the  primary  limitation  and 
'determines  that  at  therapy  outset  the 
beneficiary  has  a  60  percent  limitation 
and  sets  the  goal  to  reduce  the 
limitation  to  5  percent.  The  therapist 
uses  GXXXl-XH  to  report  the  current 


status  of  the  functional  impairment:  and 
GXXX2-XB  to  report  the  goal.  The 
therapist  should  note  in  the 
beneficiary’s  medical  record  that  the 
functional  limitation  is  “walking  and 
moving”  and  document  the  G-codes  and 
severity  modifiers  used  to  report  this 
functional  limitation  on  the  claim  for 
therapy  services. 

(7)  Claims  Requirements 

Except  for  the  addition  of  the 
proposed  G-codes  and  modifiers, 
nothing  in  this  proposal  would  modify 
other  existing  requirements  for 
submission  of  therapy  claims.  For 
example,  the  therapy  modifiers — GO, 

GP,  and  GN — are  still  required  to 
indicate  that  the  therapy  services,  for 
which  the  G-codes  and  modifiers  are 
used  to  report  function  on,  are  furnished 
under  a  OT,  PT,  or  SLP  plan  of  care, 
respectively. 

Claims  ft-om  institutional  providers, 
which  are  submitted  to  the  fiscal 
intermediaries  (FIs)  and  A/B  MAGs, 
would  require  that  a  charge  be  included 
on  the  service  line  for  each  one  of  these 
G-codes  in  the  series,  GXXX1-GXXX7. 
This  charge  would  not  be  used  for 
payment  purposes  and  would  not  affect 
processing.  Claims  for  professional 
services  submitted  to  carriers  and  A/B 
MAGs  do  not  require  that  a  charge  be 
included  for  these  nonpayable  G-codes 
but  reporting  a  charge  for  the 
nonpayable  G-codes  would  not  affect 
claims  processing. 

Medicare  does  not  process  claims  that 
do  not  include  a  billable  service.  As  a 
result,  reporting  under  this  system 
would  need  to  be  included  on  the  same 
claim  as  a  furnished  service  that 
Medicare  covers. 

(8)  Implementation  Date 

In  accordance  with  section  3005(g)  of 
the  MCTRJCA,  we  propose  to 
implement  these  data  reporting 
requirements  on  January  1,  2013.  We 
recognize  that  with  electronic  health 
records  and  electronic  claims 
submission,  therapists  may  encounter 
difficulty  in  including  this  new  data  on 
claims.  To  accommodate  those  that  may 
experience  operational  or  other 
difficulties  with  moving  to  this  new 
reporting  system  and  to  assure  smooth 
transition,  we  are  proposing  a  testing 
period  from  January  1,  2013  until  July 
1,  2013.  We  would  expect  that  all  those 
billing  for  outpatient  therapy  services 
would  take  advantage  of  this  testing 
period  and  begin  attempting  to  report 
the  new  G-codes  and  modifiers  as 
quickly  as  possible  on  or  after  January 
1,  2013,  in  preparation  for  required 
reporting  beginning  on  July  1,  2013. 
Taking  advantage  of  this  testing  period 


would  help  to  minimize  potential 
problems  after  July  1,  2013,  when 
claims  without  the  appropriate  G-codes 
and  modifiers  would  be  returned 
unpaid. 

(9)  Compliance  Required  as  a  Condition 
for  Payment  and  Regulatory  Changes 

To  implement  the  reporting  system 
required  by  MCTRJCA  and  described 
above  we  are  proposing  to  amend  the 
regulations  establishing  the  conditions 
for  payment  governing  PT,  OT,  SLP,  and 
CORFs  to  add  a  requirement  that  the 
claims  include  information  on 
beneficiary  functional  limitations.  In 
addition,  we  propose  to  amend  the  plan 
of  care  requirements  set  forth  in  the 
regulations  for  outpatient  therapy 
services  and  CORFs  to  require  that  the 
therapy  goals,  which  must  be  included 
in  the  POC,  are  consistent  with  the 
beneficiary  function  reporting  on  claims 
for  services. 

Specifically,  we  propose  to  amend  the 
regulations  for  outpatient  OT,  PT,  and 
SLP  (§410.59,  §410.60,  and  §410.62, 
respectively)  by  adding  a  new  paragraph 
(a)(4)  to  require  that  claims  submitted 
for  furnished  services  contain  the 
information  on  beneficiary  functional 
limitations  as  described  in  this  rule. 

We  also  propose  to  amend  the  plan  of 
care  requirements  set  forth  at  §  410.61(c) 
to  require  that  the  therapy  goals,  which 
must  be  included  in  the  treatment  plan, 
must  be  consistent  with  those  reported 
on  claims  for  services.  This  requirement 
is  in  addition  to  those  already  existing 
conditions  for  the  POC 

To  achieve  consistency  in  the 
provision  of  PT,  OT,  and  SLP  services 
across  settings,  we  propose  to  amend 
§  410.105  to  include  the  same 
requirements  for  these  services 
furnished  in  CORFs.  These  proposed 
revisions  would  require  that  the  goals  in 
the  treatment  plan  be  consistent  with 
the  beneficiary  function  reported  on 
claims  for  services  and  that  claims 
submitted  for  furnished  services  contain 
specified  information  on  beneficiary 
functional  limitations,  respectively. 
Respiratory  therapy  services  furnished 
in  CORFs  are  not  subject  to  the 
reporting  requirements,  and  therefore, 
these  requirements  would  not  apply  to 
them. 

(10)  Consulting  With  Relevant 
Stakeholders 

Section  3005(g)  of  the  MCTRJCA 
requires  us  to  consult  with  relevant 
stakeholders  as  we  propose  and 
implement  this  reporting  system.  We  are 
meeting  this  requirement  through  the 
publication  of  this  proposal,  and 
specifically  solicit  public  comment  on 
the  various  aspects  of  our  proposals.  In 
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addition,  we  plan  to  meet  with  key 
stakeholders  and  will  discuss  this  issue 
in  Open  Door  Forums  over  the  course  of 
the  summer. 

H.  Primary  Care  and  Care  Coordination 

In  recent  years,  we  have  recognized 
primary  care  and  care  coordination  as 
critical  components  in  achieving  better 
care  for  individuals,  better  health  for 
individuals,  and  reduced  expenditure 
growth.  Accordingly,  we  have 
prioritized  the  development  and 
implementation  of  a  series  of  initiatives 
designed  to  ensure  accurate  payment 
for,  and  encourage  long-term  investment 
in,  primary  care  and  care  management 
services.  These  initiatives  include  the 
following  programs  and  demonstrations: 

•  The  Medicare  Shared  Savings 
Program  (described  in  “Medicare 
Program:  Medicare  Shared  Savings 
Program:  Accountable  Care 
Organizations;  Final  Rule”  which 
appeared  in  the  Federal  Register  on 
November  2,  2011  (76  FR  67802)). 

++  The  testing  of  the  Pioneer  AGO 
model,  designed  for  experienced  health 
care  organizations  (described  on  the 
Center  for  Medicare  and  Medicaid 
Irmovation’s  (Innovation  Center’s)  Web 
site  at  http://innovations.cms.gov/ 
initiatives/ ACO/Pioneer/index.html). 

++  The  testing  of  the  Advance 
Payment  ACO  model,  designed  to 
support  organizations  participating  in 
the  Medicare  Shared  Savings  Program 
(described  on  Innovation  Center’s  Web 
site  at  http://innovations.cms.gov/ 
initiatives/ ACO/ Advance-Payment/ 
index.html). 

•  The  Primary  Care  Incentive 
Payment  (PCIP)  Program  (described  on 
the  CMS  Web  site  at  http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
PhysicianFeeSched/Downloads/PCIP- 
2011-Payments.pdf). 

•  The  patient-centered  medical  home 
model  in  the  Multi-payer  Advanced 
Primary  Care  Practice  (MAPCP) 
Demonstration  designed  to  test  whether 
the  quality  and  coordination  of  health 
care  services  are  improved  by  making 
advanced  primary  care  practices  more 
broadly  available,  (described  on  the 
CMS  Web  site  at  http://www.cms.gov/ 
Medicare/Demonstration-Projects/ 
DemoProjectsEvaIRpts/downloads/ 
mapcpdemo_Factsheet.pdf).  The  goal  of 
the  MAPCP  demonstration  is  to  take  a 
multi-payer  approach  to  creating  more 
advanced  primary  care  services  or 
“medical  homes”  that  utilize  a  team 
approach  to  ceire,  while  emphasizing 
prevention,  l^ealth  information 
technology,  care  coordination,  and 
shared  decision  making.  CMS  will  pay 
a  monthly  care  management  fee  for 


Medicare  fee-for-service  beneficiaries 
receiving  primary  care  from  advanced 
primary  care  practices  participating  in 
the  demonstration.  The  following  states 
are  participating  in  the  MAPCP 
demonstration:  Maine,  Vermont,  Rhode 
Island,  New  York,  Pennsylvania,  North 
Carolina,  Michigan,  and  Minnesota.^ 

•  The  Federally  Qualified  Health 
Center  (FQHC)  Advanced  Primary  Care 
Practice  demonstration  (described  on 
the  CMS  Web  site  at  http:// 
www.cms.gov/Medicare/Demonstration- 
Projects/DemoProjectsEvalRpts/ 
downloads/mapcpdemoFactsheet.pdf 
and  Innovation  Center’s  Web  site  at 
http://innovations.cms.gov/initiatives/ 
FQHCs/index.html).  Participating 
FQHCs  in  the  demonstration  are 
expected  to  achieve  National  Committee 
for  Quality  Assurance  (NCQA)  Level  3 
Patient-Centered  Medical  Home 
recognition  by  the  end  of  the 
demonstration  as  well  as  help  patients 
manage  chronic  conditions  and  actively 
coordinate  care  for  patients.  To  help 
participating  FQHCs  make  the  needed 
investments  in  patient  care  and 
infrastructure,  CMS  is  paying  a  monthly 
care  management  fee  for  each  eligible 
Medicare  fee-for-service  beneficiary 
receiving  primary  care  services.  In 
addition,  both  CMS  and  the  Health 
Resources  Services  Administration 
(HRSA)  are  providing  technical 
assistance  to  FQHCs  participating  in  the 
demonstration. 

•  The  Comprehensive  Primary  Care 
(CPC)  initiative  (described  on  the 
Innovation  Center’s  Web  site  at  http:// 
innovations.cms.gov/initiatives/ 

Com  preh  ensive-Primary-Care-Initia  tive/ 
index.html).  The  CPC  initiative  is  a 
multi-payer  initiative  fostering 
collaboration  between  public  and 
private  health  care  payers  to  strengthen 
primary  care  in  the  following  markets: 
Arkansas,  Colorado,  New  Jersey,  New 
York  in  the  Capital-District-Hudson 
Valley  Region,  Ohio  and  Kentucky  in 
the  Cincinnati-Dayton  Region, 

Oklahoma  in  the  Greater  Tulsa  Region, 
and  Oregon.  CMS  pays  a  monthly  care 
management  fee  to  selected  primary 
care  practices  on  behalf  of  their  fee-for- 
service  Medicare  beneficiaries  and  in 
years  2-4  of  the  initiative,  each  practice 
has  the  potential  to  share  in  savings  to 
the  Medicare  program. 

In  coordination  with  these  initiatives, 
we  also  continue  to  explore  other 
potential  refinements  to  the  PFS  that 
would  appropriately  value  primary  care 
and  care  coordination  within  Medicare’s 


’  More  information  about  the  MAPCP 
demonstration  is  available  at  http://www.cms.gov/ 
Medicare/Demonstration-Projects/ 
DemoProjectsEvalRpts/Medicare-Demonstrations- 
Items/CMS123001 6.html. 


statutory  structure  for  fee-for-service 
physician  payment  and  quality 
reporting.  We  believe  that 
improvements  in  payment  for  primary 
care  and  recognizing  care  coordination 
initiatives  are  particularly  important  as 
EHR  technology  diffuses  and  improves 
the  ability  of  physicians  and  other 
providers  of  health  care  to  work  together 
to  improve  patient  care.  We  view  these 
potential  refinements  to  the  PFS  as  part 
of  a  broader  strategy  that  relies  on  input 
and  information  gathered  firom  the 
initiatives  described  above,  research  and 
demonstrations  from  other  public  and 
private  stakeholders,  the  work  of  all 
parties  involved  in  the  potentially 
misvalued  code  initiative,  and  firom  the 
public  at  large. 

The  annual  PFS  notice  and  comment 
rulemaking  process  provides  an 
important  avenue  for  interested  parties 
to  provide  input  on  discrete  proposals 
intended  to  achieve  these  goals.  Should 
any  of  these  discrete  proposals  become 
final  policy,  we  would  expect  many  of 
them  to  be  short-term  payment 
strategies  that  would  be  modified  and/ 
or  revised  to  be  consistent  with  broader 
primary  care  and  care  management  and 
coordination  services  if  the  agency 
decides  to  pursue  payment  for  a  broader . 
set  of  management  and  coordination 
services  in  future  rulemaking. 

In  the  CY  2012  PFS  proposed  rule  (76 
FR  42793  through  42794),  we  initiated 
a  discussion  to  gather  information  about 
how  primary  care  services  have  evolved 
to  focus  on  preventing  and  managing 
chronic  disease.  We  also  proposed  to 
review  evaluation  and  management 
(E/M)  services  as  potentially  misvalued 
and  suggested  that  the  American 
Medical  Association  Relative  (Value) 
Update  Committee  (AMA  RUC)  might 
consider  changes  in  the  practice  of 
chronic  disease  management  and  care 
coordination  as  key  reason  for 
undertaking  this  review.  In  the  CY  2012 
PFS  final  rule  with  comment  period,  we 
did  not  finalize  our  proposal  to  review 
E/M  codes  due  to  consensus  from  an 
overwhelming  majority  of  commenters 
that  a  review  of  E/M  services  using  our 
current  processes  could  not 
appropriately  value  the  evolving 
practice  of  chronic  care  coordination, 
and  therefore,  would  not  accomplish  the 
agency’s  goal  of  paying  appropriately  for 
primary  care  services.  We  stated  that  we 
would  continue  to  consider  ongoing 
research  projects,  demonstrations,  and 
the  numerous  policy  alternatives 
suggested  by  commenters.  In  addition, 
in  the  CY  2012  PFS  proposed  rule  (76 
FR  42917  through  42920),  we  initiated 
a  public  discussion  regarding  payments 
for  post-discharge  care  management 
services.  We  sought  broad  public 
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comment  on  how  to  further  improve 
care  management  for  a  beneficiary’s 
transition  from  the  hospital  to  the 
community  setting  within  the  existing 
statutory  structure  for  physician 
payment  and  quality  reporting.  We 
specifically  discussed  how  post 
discharge  care  management  services  are 
coded  and  valued^  under  the  current 
E/M  coding  structure,  and  we  requested 
public  comment. 

The  physician  community  responded 
that  comprehensive  care  coordination 
services  are  not  adequately  represented 
in  the  descriptions  of,  or  payments  for, 
office/outpatient  E/M  services.  The 
American  Medical  Association  (AMA) 
and  the  American  Academy  of  Family 
Physicians  (AAFP)  created  workgroups 
to  consider  new  options  for  coding  and 
payment  for  primary  care  services.  The 
AAFP  Task  Force  recommended  that 
CMS  create  new  primary  care  E/M  codes 
and  pay  separately  for  non-face-to-face 
E/M  Current  Procedural  Terminology 
(CPT)  codes.  (A  summary  of  these 
recommendations  is  available  at  http:// 
www.aafp.org/onIine/en/home/ 
publications /news /news-now /inside- 
aafp/ 

201 20314cmsrecommendations.html.) 
The  AMA  workgroup.  Chronic  Care 
Coordination  Workgroup  (C3W),  is 
developing  codes  to  describe  care 
transition  and  care  coordination 
activities.  (Several  workgroup  meeting 
minutes  and  other  related  items  are 
available  at  http://www.ama-assn.org/ 
ama/pub/physician-resources/solutions- 
managing-your-practice/ coding-hilling- 
insurance/ medicare/ care- 
coordination. page.)  We  are  continuing 
to  monitor  the  progress  of  this 
workgroup  and  look  forward  to 
receiving  its  final  recommendations.  For 
this  CY  2013  PFS  proposed  rule,  we 
have  decided  to  proceed  with  a  proposal 
to  refine  PFS  payment  for  post  discharge 
care  management  services.  We  also 
include  a  discussion  of  how  we  could 
incorporate  the  idea  of  advanced 
primary  care  through  practices  certified 
as  medical  homes  in  the  FFS  setting.  In 
developing  the  proposal  and  discussion 
described  below,  we  have  thoroughly 
considered  documented  concerns 
regarding  Medicare  payment  for  non- 
face-to-face  elements  of  E/M  services 
that  are  crucial  to  care  coordination.  We 
will  continue  to  consider  other 
enhancements  to  payment  for  primary 
care  services  and  complex  chronic  care 
coordination  services,  and  we  may  make 
further  proposals  to  improve  payment 
mechanisms  and  foster  quality  care  for 
these  and  similar  services  in  future 
rulemaking. 

Under  current  PFS  policy,  care 
coordination  is  a  component  of  E/M 


services  which  are  generally  reported 
using  E/M  CPT  codes.  The  pre-  and 
post-encounter  non  face-to-face  care 
management  work  is  included  in 
calculating  the  total  work  for  the  typical 
E/M  services,  and  the  total  work  for  the 
typical  service  is  used  to  develop  RVUs 
for  the  E/M  services.  In  the  CY  2012  PFS 
proposed  rule,  we  highlighted  some  of 
the  E/M  services  that  include 
substantial  care  coordination  work. 
Specifically,  we  noted  that  the  vignettes 
that  describe  a  typical  service  for  mid¬ 
level  office/outpatient  services  (CPT 
codes  99203  and  99213)  include 
providing  care  coordination, 
communication,  and  other  necessary 
care  management  related  to  the  office 
visit  in  the  post-service  work.  We  also 
highlighted  vignettes  that  describe  a 
typical  service  for  hospital  discharge 
day  management  (CPT  codes  99238  and 
99239),  which  include  providing  care 
coordination,  communication,  and  other 
necessary  management  related  to  the 
hospitalization  in  the  post-service  work. 

As  we  have  indicated  many  times  in 
prior  rulemaking,  the  payment  for  non- 
face-to-face  care  management  services  is 
bundled  into  the  payment  for  face-to- 
face  E/M  visits.  Moreover,  Medicare 
does  not  pay  for  services  that  are 
furnished  to  parties  other  than  the 
beneficiary  and  which  Medicare  does 
not  cover,  for  example,  communication 
with  caregivers.  Accordingly,  we  do  not 
pay  separately  for  CPT  codes  for 
telephone  calls,  medical  team 
conferences,  prolonged  services  without 
patient  contact,  or  anticoagulation 
management  services. 

However,  we  continue  to  hear 
concerns  from  the  physician  community 
that  the  care  coordination  included  in 
many  of  the  E/M  services,  such  as  office 
visits,  does  not  adequately  describe  the 
non-face-to-face  care  management  work 
involved  in  primary  care.  Because  the 
current  E/M  office/outpatient  visit  CPT 
codes  were  designed  to  support  all 
office  visits  and  reflect  an  overall 
orientation  toward  episodic  treatment, 
we  agree  that  these  E/M  codes  may  not 
reflect  all  the  services  and  resources 
required  to  furnish  comprehensive, 
coordinated  care  management  for 
certain  categories  of  beneficiaries  such 
as  those  who  are  returning  to  a 
community  setting  following  discharge 
from  a  hospital  or  SNF  stay.  We  are 
therefore  considering  new  options  to 
recognize  the  additional  resources 
typically  involved  in  furnishing 
coordinated  care  to  particular  types  of 
beneficiaries. 

As  described  below,  we  are  proposing 
to  address  the  significant  non-face-to- 
face  work  involved  in  coordinating 
services  for  a  beneficiary  after  discharge 


from  a  hospital  or  skilled  nursing 
facility  (SNF).  Specifically,  we  propose 
to  create  a  HCPCS  G-code  to  describe 
care  management  involving  the 
transition  of  a  beneficiary  ft'om  care 
furnished  by  a  treating  physician  during 
a  hospital  stay  (inpatient,  outpatient 
observation  services,  or  outpatient 
partial  hospitalization),  SNF  stay,  or 
community  mental  health  center 
(CMHC)  partial  hospitalization  program 
to  care  furnished  by  the  beneficiary’s 
primary  physician  in  the  community. 

We  consider  this  proposal  to  be  part  of 
a  multiple  year  strategy  exploring  the 
best  means  to  encourage  care 
coordination  services.  Furthermore,  in 
the  interest  of  encouraging 
comprehensive  primary  care  services 
furnished  in  advanced  primary  care 
practices,  we  have  included  a 
discussion  regarding  how  care  furnished 
in  these  settings  might  be  incorporated 
into  the  current  fee-for-service  structure 
of  the  PFS.  We  look  forward  to 
continued  development  of  these  ideas 
through  current  research  and 
demonstration  projects,  experience  with 
ACOs  and  other  programs,  and  further 
discourse  on  these  issues  with 
stakeholders. 

1.  Hospital,  SNF,  or  CMHC  Post- 
Discharge  Care  Management 

a.  Background 

Care  management  involving  the 
transition  of  a  beneficiary  from  care 
furnished  by  a  treating  physician  during 
a  hospital,  SNF,  or  CMHC  stay  to  the 
beneficiary’s  primary  physician  in  the 
community  can  avoid  adverse  events 
such  as  readmissions  or  subsequent 
illnesses,  improve  beneficiary  outcomes, 
and  avoid  a  financial  burden  on  the 
health  care  system.  Successful  efforts  to 
improve  hospital  discharge  care 
management  and  care  transitions  could 
improve  the  quality  of  care  while 
simultaneously  decreasing  costs. 

Currently,  there  are  several  agency 
initiatives  aimed  at  hospital  and 
community-hased  organizations.  In 
April  2011,  HHS  launched  the 
Partnership  for  Patients,  a  national 
puhlic-private  patient  safety  initiative 
for  which  more  than  6,000 
organizations — including  physician  and 
nurses’  organizations,  consumer  groups, 
employers  and  over  3,000  hospitals — 
have  pledged  to  help  achieve  the 
Partnership’s  goals  of  reducing  hospital 
complications  and  improving  care 
transitions.  (More  information  on  this 
initiative  is  available  at  http:// 
innovations.cms.gov/initiatives/ 
partnership-for-patients/index.html.) 
The  Partnership  for  Patients  includes 
the  Community-based  Care  Transitions 
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Program,  created  by.  section  3026  of  the 
Affordable  Care  Act,  which  provides 
funding  to  community-based 
organizations  partnering  with  eligible 
hospitals  to  coordinate  a  continuum  of 
post-acute  care  to  test  models  for 
improving  care  transitions  for  high  risk 
Medicare  beneficiaries. 

Section  1886(q)  of  the  Act  (as  added 
by  section  3025  of  the  Affordable  Care 
Act)  directs  the  Secretary  to  establish  a 
Hospital  Readmissions  Reduction 
Program,  beginning  in  FY  2013,  for 
certain  potentially  preventable  Medicare 
inpatient  hospital  readmissions 
covering  three  conditions:  heart  attack; 
pneumonia;  and  congestive  heart 
failure.  Beginning  in  FY  2015,  the 
number  of  applicable  conditions  can  be 
expanded  beyond  the  initial  three 
conditions.  Under  this  program,  a 
portion  of  Medicare’s  payment  amounts 
for  inpatient  services  to  certain 
hospitals  will  be  reduced  by  an 
adjustment  factor  based  the  hospital’s 
excess  Medicare  readmissions.  In  the  FY 
2012  IPPS  final  rule  (76  FR  51662- 
51676),  we  provided  an  overview  of  the 
Hospital  Readmission  Reduction 
program  and  finalized  policies  regarding 
selection  of  applicable  conditions, 
definition  of  “readmissions,”  measures 
of  the  applicable  conditions  chosen  for 
readmissions,  methodology  for 
calculating  the  excess  readmissions 
ratio,  public  reporting  of  readmission 
data,  and  definition  of  applicable 
period.  In  the  FY2013  IPPS  proposed 
rule  (77  FR  27955-27968),  we  made 
proposals  regarding  the  base  operating 
DRG  payment  amount,  the  adjustment 
factor,  aggregate  payments  for  excess 
readmissions,  and  the  hospitals  that 
would  be  included  in  the  program. 

In  its  2007  Report  to  Congress: 
Promoting  Greater  Efficiency  in 
Medicare,  MedPAC  found  that,  in  2005, 
17.6  percent  of  admissions  resulted  in 
readmissions  within  30  days  of 
discharge,  accounting  for  $15  billion  in 
spending.  MedPAC  estimated  that  76 
percent  of  the  30  day  readmissions  were 
potentially  preventable,  resulting  in  $12 
billion  in  spending.  In  the  same  report, 
MedPAC  also  found  that  the  rate  of 
potentially  avoidable  rehospitalizations 
after  discharges  ft’om  skilled  nursing 
facilities  was  17.5  percent  in  2004  (an 
increase  of  2.8  percentage  points  firom 
2000.)  MedPAC  noted:  “We  focus  on  the 
hospital’s  role  but  recognize  that  other 
types  of  providers,  including  physicians 
and  various  post-acute  care  providers, 
can  be  instrumental  in  avoiding 
readmissions  *  *  *  [CJommunity 
physicians  and  post-acute  care 
providers  receiving  the  patient  may  not 
be  sufficiently  informed  about  the 
patient’s  care  needs  and  history  to 


enable  effective  care.”  We  agree  with 
MedPAC  that  primary  care  physicians 
and  practitioners  play  a  key  role  in  post¬ 
acute  care  and  reducing  hospital 
readmissions. 

In  the  CY  2012  PFS  proposed  rule  (76 
FR  42917  through  42920),  we  initiated 
a  public  discussion  regarding  payments 
for  post-discharge  care  coordination 
services.  We  sought  broad  public 
comment  on  how  to  further  improve 
physician  care  coordination  within  the 
statutory  structure  for  physician 
payment  and  quality  reporting, 
particularly  for  a  beneficiary’s  transition 
ft-om  the  hospital  to  the  community.  As 
noted  above,  we  also  proposed  to  review 
E/M  services  as  potentially  misvalued 
and  suggested  that  the  AMA  RUC  might 
consider  chronic  disease  management 
and  care  coordination  in  its  review  (76 
FR  42793).  While  the  commenters 
agreed  that  care  coordination  would 
lead  to  better  care  for  beneficiaries,  they 
believed  this  Ccue  would  be  better 
described  by  new  codes,  and  not  the 
current  E/M  codes. 

b.  Hospital  and  SNF  Discharge  Services 

We  believe  that  the  successful 
transition  of  a  beneficiary  from  care 
furnished  by  a  hospitalist  physician  to 
care  furnished  by  the  beneficiary’s 
primary  physician  or  qualified 
nonphysician  practitioner  could  avoid 
adverse  events  such  as  readmissions  or 
subsequent  illnesses,  improve 
beneficiary  outcomes,  and  avoid  a 
financial  burden  on  the  health  care 
system. 

We  also  believe  that  the  current 
hospital  discharge  management  codes 
(CPT  codes  99238  and  99239)  and 
nursing  facility  discharge  services  (CPT 
codes  99315  and  99316)  adequately 
capture  the  care  coordination  services 
required  to  discharge  a  beneficiary  from 
hospital  or  skilled  nursing  facility  care. 
The  work  relative  values  for  those 
discharge  management  services  include 
a  number  of  pre-,  post-,  and  intra-care 
coordination  activities.  For  example,  the 
hospital  dischcuge  management  codes 
include  the  following  pre-,  intra-,  and 
post-service  activities  relating  to  care 
coordination: 

Pre-service  care  coordination 
activities  include: 

•  Communicate  with  other 
professionals  and  with  patient  or 
patient’s  family.  Intra-service  care 
coordination  activities  include: 

•  Discuss  aftercare  treatment  with  the 
patient,  family  and  other  healthcare 
professionals; 

•  Provide  care  coordination  for  the 
transition  including  instructions  for 
aftercare  to  caregivers; 


•  Order/ arrange  for  post  discharge 
follow-up  professional  services  and 
testing;  and 

•  Inform  the  primary  care  or  referring 
physician  or  qualified  nonphysician 
practitioner  of  discharge  plans. 

Post-service  care  coordination 
activities  include: 

•  Provide  necessary  care 
coordination,  telephonic  or  electronic 
communication  assistance,  and  other 
necessary  management  related  to  this 
hospitalization;  and 

•  Revise  treatment  plan(s)  and 
communicate  with  patient  and/of 
caregiver,  as  necessciry. 

The  hospital  and  nursing  facility 
discharge  management  codes  also 
include  a  number  of  other  pre-,  intra- 
and  post-service  activities. 

Because  these  activities  are  critical  to 
successfully  avoiding  readmissions,  we 
seek  comment  about  the  best  ways  to 
ensure  that  all  the  activities  of  the 
discharge  day  management  codes  for 
hospital  and  nursing  facility  discharge, 
including  the  care  coordination 
activities,  are  understood  and  furnished 
by  the  physicians  or  qualified 
nonphysician  practitioners  who  bill  for 
these  services.  Potential  ways  could 
include  physician  education  or 
MEDLEARN  articles. 

c.  Defining  Post-Discharge  Transitional 
Care  Management  Services 

While  we  believe  that  current  hospital 
and  nursing  facility  discharge 
management  service  codes  adequately 
capture  the  care  management  activities 
involved  with  discharging  a  beneficiary 
from  a  hospital  or  skilled  nursing 
facility,  we  do  not  believe  that  current 
E/M  office  or  other  outpatient  visit  CPT 
codes  appropriately  describe 
comparable  care  management  work  of 
the  community  physician  or  qualified 
nonphysician  practitioner  coordinating 
care  for  the  beneficiary  post-discharge. 
This  is  because  the  E/M  codes  represent 
the  typical  outpatient  office  visit  and  do 
not  capture  or  reflect  the  significant  care 
coordination  activities  that  need  to 
occur  when  a  patient  transitions  from 
institutional  to  community-based  care. 
We  believe  that  the  work  of  the 
discharging  physician  or  qualified 
nonphysician  practitioner  should  be 
complemented  by  corresponding  work 
of  a  receiving  physician  or  qualified 
nonphysician  practitioner  in  the 
community  in  order  to  ensure  better 
continuity  of  care  through  establishing 
or  revising  a  plan  of  care  for  the 
beneficiary  after  discharge.  We 
acknowledge  that  many,  if  not  most, 
physicians  or  qualified  nonphysician 
practitioners  caring  for  beneficiaries 
following  a  hospital  or  nursing  facility 
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discharge  have  been  furnishing- 
coordinated  care  and  reporting  office  or 
other  outpatient  CPT  codes.  However, 
we  agree  with  commenters  to  the  CY 
2012  proposed  and  final  rules  that  the 
services  described  by  current  E/M  office 
or  other  outpatient  CPT  codes  99201 
through  99Z15  may  not  appropriately 
capture  the  significant  coordination 
services  involved  in  post-discharge  care. 

We  are  proposing  to  create  a  HCPCS 
G-code  that  specifically  describes  post¬ 
discharge  transitional  care  management 
services.  The  code  would  describe  all 
non-face-to-face  services  related  to  the 
transitional  care  management  furnished 
by  the  community  physician  or 
qualified  nonphysician  practitioner 
within  30  calendar  days  following  the 
date  of  discharge  from  an  inpatient 
acute  care  hospital,  psychiatric  hospital, 
long-term  care  hospital,  skilled  nursing 
facility,  and  inpatient  rehabilitation 
facility;  hospital  outpatient  for 
observation  services  or  partial 
hospitalization  services;  and  a  partial 
hospitalization  program  at  a  CMHC  to 
community-based  care.  The  post¬ 
discharge  transitional  care  management 
service  includes  non-face-to-face  care 
management  services  furnished  by 
clinical  staff  member(s)  or  office-based 
case  manager(s)  under  the  supervision 
of  the  community  physician  or  qualified 
nonphysician  practitioner.  We  use  the 
term  community  physician  and 
practitioner  in  this  discussion  to  refer  to 
the  community-based  physician 
managing  and  coordinating  a 
beneficiary’s  care  in  the  post-discharge 
period.  We  anticipate  that  most 
gommunity  physicians  will  be  primary 
care  physicians  and  practitioners.  We 
have  based  the  concept  of  this  proposal, 
in  part,  on  our  policy  for  care  plan 
oversight  services.  We  currently  pay 
physicians  for  the  non  face-to-face  care 
plan  oversight  services  furnished  for 
patients  under  care  of  home  health 
agencies  or  hospices.  These  patients 
require  complex  and  multidisciplinary 
care  modalities  that  involve:  regular 
physician  development  and/or  revision 
of  care  plans,  subsequent  reports  of 
patient  status,  review  of  laboratory  and 
other  studies,  communication  with 
other  health  professionals  not  employed 
in  the  same  practice  who  are  involved 
in  the  patient’s  care,  integration  of  new 
information  into  the  care  plan,  and/or 
adjustment  of  medical  therapy. 
Physicians  providing  these  services  bill 
HCPCS  codes  G0181  (Physician 
supervision  of  a  patient  receiving 
Medicare-covered  services  provided  by 
a  participating  home  health  agency 
(patient  not  present)  requiring  complex 
and  multidisciplinary  care  modalities 


involving  regular  physician 
development  and/or  revision  of  care 
plans,  review  of  subsequent  reports  of 
patient  status,  review  of  laboratory  and 
other  studies,  communication 
(including  telephone  calls)  with  other 
health  care  professionals  involved  in  the 
patient’s  care,  integration  of  new 
information  into  the  medical  treatment 
plan  and/or  adjustment  of  medical 
therapy,  within  a  calendar  month,  30 
minutes  or  more),  or  G0182  (Physician 
supervision  of  a  patient  under  a 
Medicare-approved  hospice  (patient  not 
present)  requiring  complex  and 
multidisciplinary  care  modalities 
involving  regular  physician 
development  and/or  revision  of  care 
plans,  review  of  subsequent  reports  of 
patient  status,  review  of  laboratory  and 
other  studies,  communication 
(including  telephone  calls)  with  other 
health  care  professionals  involved  in  the 
patient’s  care,  integration  of  new 
information  into  the  medical  treatment 
plan  and/or  adjustment  of  medical 
therapy,  within  a  calendar  month,  30 
minutes  or  more).  (See  the  Medicare 
benefit  manual,  100-02,  Chapter  15, 
Section  30  for  detailed  description  of 
these  services.) 

For  CY  2013,  we  are  proposing  to 
create  a  new  code  to  describe  post¬ 
discharge  transitional  care  management. 
This  service  would  include: 

•  Assuming  responsibility  for  the 
beneficiary’s  care  without  a  gap. 

-h-(-  Obtaining  and  reviewing  the 
discharge  summary. 

+-f  Reviewing  diagnostic  tests  and 
treatments. 

H-h  Updating  of  the  patient’s  medical 
record  based  on  a  discharge  summary  to 
incorporate  changes  in  health 
conditions  and  on-going  treatments 
related  to  the  hospital  or  nursing  home 
stay  within  14  business  days  of  the 
discharge. 

•  Establishing  or  adjusting  a  plan  of 
care  to  reflect  required  and  indicated 
elements,  particularly  in  light  of  the 
services  furnished  during  the  stay  at  the 
specified  facility  and  to  reflect  result  of 
communication  with  beneficiary. 

++  An  assessment  of  the  patient’s 
health  status,  medical  needs,  functional 
status,  pain  control,  and  psychosocial 
needs  following  the  discharge. 

•  Communication  (direct  contact, 
telephone,  electronic)  with  the 
beneficiary  and/or  caregiver,  including 
education  of  patient  and/or  caregiver 
within  2  business  days  of  discharge 
based  on  a  review  of  the  discharge 
summary  and  other  available 
information  such  as  diagnostic  test 
results,  including  each  of  the  following 
tasks: 


-t-t-  An  assessment  of  the  patient’s  or 
caregiver’s  understanding  of  the 
medication  regimen  as  well  as 
education  to  reconcile  the  medication 
regimen  differences  between  the  pre- 
and  post-hospital,  CMHC,  or  SNF  stay. 

++  Education  of  the  patient  or 
caregiver  regarding  the  on-going  care 
plan  and  the  potential  complications 
that  should  be  anticipated  and  how  they 
should  be  addressed  if  they  arise. 

-t-+  Assessment  of  the  heed  for  and 
assistance  in  establishing  or  re¬ 
establishing  necessary  home  and 
community  based  resources. 

-t-t-  Addressing  the  patient’s  medical 
and  psychosocial  issues,  and 
medication  reconciliation  and 
management. 

When  indicated  for  a  specific  patient, 
the  post-discharge  transitional  care 
service  would  also  include: 

•  Communication  with  other  health 
care  professionals  who  will  (re)assume 
care  of  the  beneficiary,  education  of 
patient,  family,  guardian,  and/or 
caregiver. 

•  Assessment  of  the  need  for  and 
assistance  in  coordinating  follow  up 
visits  with  health  care  providers  and 
other  necessary  services  in  the 
community. 

•  Establishment  or  reestablishment  of 
needed  community  resources. 

•  Assistance  in  scheduling  any 
required  follow-up  with  community 
providers  and  services. 

The  post-discharge  transitional  care 
services  HCPCS  G-code  we  are 
proposing  would  be  used  by  the 
community  physician  or  qualified 
nonphysician  practitioner  to  report  the 
services  furnished  in  the  community  to 
ensure  the  coordination  and  continuity 
of  care  for  patients  discharged  from  a 
hospital  (inpatient  stay,  outpatient 
observation,  or  outpatient  partial 
hospitalization),  SNF  stay,  or  CMHC. 
The  post-discharge  transitional  care 
service  would  parallel  the  discharge  day 
management  service  for  the  community 
physician  or  qualified  nonphysician 
practitioner  and  complement  the  E/M 
office/outpatient  visit  CPT  codes. 

The  post-discharge  transitional  care 
service  would  support  the  patient’s 
physical  and  psychosocial  health.  In  our 
recent  Decision  Memorandum  for 
Screening  for  Depression  in  Adults, 
CAG-00425N,  we  noted  that  depression 
in  older  adults  occurs  in  a  complex 
psychosocial  and  medical  context  and 
that,  currently,  we  believe  opportunities 
are  missed  to  improve  mental  health 
and  general  medical  outcomes  when 
mental  illness  is  under-recognized  and 
undertreated  in  primary  care  settings. 
We  wish  to  emphasize  the  equal 
importance  of  the  patient’s  mental 
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health  to  the  patient’s  physical 
condition  to  successful  re-entry  into  the 
community. 

We  propose  that  the  post-discharge 
transitional  care  service  HCPCS  G-code 
would  be  used  to  report  physician  or 
qualifying  nonphysician  practitioner 
services  for  a  patient  whose  medical 
and/or  psychosocial  problems  require 
moderate  or  high  complexity  medical 
decision  making  during  transitions  in 
care  from  hospital  (inpatient  stay, 
outpatient  observation,  and  partial 
hospitalization),  SNF  stay,  or  CMHC 
settings  to  community-based  care. 
Moderate  and  high  complexity  medical 
decision  making  are  defined  in  the 
Evaluation  and  Management  Guidelines. 
In  general,  moderate  complexity 
medical  decision-making  includes 
multiple  diagnoses  or  management 
options,  moderate  complexity  and 
amount  of  data  to  be  reviewed,  a 
moderate  amount  and/or  complexity  of 
data  to  be  reviewed;  and  a  moderate  risk 
of  significant  complications,  morbidity,, 
and/or  mortality.  High  complexity 
decision-making  includes  an  extensive 
number  of  diagnoses  or  management 
options,  an  extensive  amount  and/or 
complexity  of  data  to  be  reviewed,  and 
high  risk  of  significant  complications, 
morbidity,  and/or  mortality  (See 
Evaluation  and  Management  Services 
Guide,  Centers  for  Medicare  &  Medicaid 
Services,  December  2010.)  We  propose 
that  the  post-discharge  transitional  care 
HCPCS  code  (GXXXl)  would  be  payable 
only  once  in  the  30  days  following  a 
discharge,  per  patient  per  discharge,  to 
a  single  community  physician  or 
qualified  nonphysician  practitioner  (or 
group  practice)  who  assumes 
responsibility  for  the  patient’s  post¬ 
discharge  transitional  care  management. 
The  service  would  be  billable  only  at  30 
days  post  discharge  or  thereafter.  The 
post-discharge  transitional  care 
management  service  would  be  distinct 
from  services  furnished  by  the 
discharging  physician  or  qualified 
nonphysician  practitioner  reporting  CPT 
codes  99238  (Hospital  discharge  day 
management,  30  minutes  or  less);  99239 
(Hospital  discharge  day  management, 
more  than  30  minutes);  99217 
(Observation  care  discharge  day 
management);  or  Observation  or 
Inpatient  Care  services,  CPT  codes 
99234-99236;  as  appropriate. 

We  propose  to  pay  the  first  claim  that 
we  receive  for  the  beneficiary  at  30  days 
after  discharge.  Given  the  elements  of 
the  service  and  the  short  window  of 
time  following  a  discharge  during  which 
a  physician  or  qualifying  nonphysician 
practitioner  will  need  to  perform  several 
tasks  on  behalf  of  a  beneficiary,  we 
believe  it  is  unlikely  that  two  or  more 


physicians  or  practitioners  would  have 
had  a  face-to-face  E/M  contact  with  the 
beneficiary  in  the  specified  window  of 
30  days  prior  or  14  days  post  discharge 
and  have  furnished  the  proposed  post¬ 
discharge  transitional  care  management 
services  listed  above.  Therefore,  we  do 
not  believe  it  is  necessary  to  take  further 
steps  to  identify  a  beneficiary’s 
community  physician  or  qualified 
nonphysician  practitioner  who 
furnishes  the  post-discharge  transitional 
care  management  services.  We  propose 
to  pay  only  one  claim  for  the  post¬ 
discharge  transitional  care  GXXXl 
billed  per  beneficiary  at  the  conclusion 
of  the  30  day  post-discharge  period. 
Post-discharge  transitional  care 
management  relating  to  any  subsequent 
discharges  for  a  beneficiary  in  the  same 
30-day  period  would  be  included  in  the 
single  payment.  Practitioners  billing  this 
post-discharge  transitional  care  code 
accept  responsibility  for  managing  and 
coordinating  the  beneficiary’s  care  over 
the  first  30  days  after  discharge. 
Although  we  currently  envision  billing 
happening  as  it  does  for  most  services, 
after  the  conclusion  of  the  service,  we 
welcome  comment  on  whether  in  this 
case  there  would  be  merit  to  allowing 
billing  for  the  code  to  occur  at  the  time 
the  plan  of  care  is  established. 

We  have  explicitly  csnstructed  this 
proposal  as  a  payment  for  non  face-to- 
face  post-discharge  transitional  care 
management  services  separate  from 
payment  for  E/M  or  other  medical  visits. 
However,  we  believe  that  it  is  important 
to  ensure  that  the  community  physician 
or  qualified  nonphysician  practitioner 
furnishing  post-discharge  transitional 
care  management  either  have  or 
establish  a  relationship  with  the  patient. 
As  such,  we  propose  that  the 
community  physician  or  qualified 
nonphysician  practitioner  reporting 
post-discharge  transitional  care 
management  GXXXl  should  already 
have  a  relationship  with  the  beneficiary, 
or  establish  one  soon  after  discharge, 
prior  to  furnishing  transitional  care 
management  and  billing  this  code. 
Therefore,  we  propose  that  the 
community  physician  or  qualified 
nonphysician  practitioner  reporting  a 
transitional  care  management  HCPCS  G- 
code  must  have  billed  an  E/M  visit  for 
that  patient  within  30  days  prior  to  the 
hospital  discharge  (the  start  of  post¬ 
discharge  transitional  care  management 
period),  or  must  conduct  an  E/M  office/ 
outpatient  visit  (99201  to  99215)  within 
the  first  14  days  of  the  30-day  post¬ 
discharge  period  of  transitional  care 
management  services.  The  E/M  visit 
would  be  separately  billed. 

While  we  are  proposing  that  the  post¬ 
discharge  transitional  care  management 


code  would  not  include  a  face-to-face 
visit,  and  that  physicians  or  qualified 
nonphysician  practitioners  would  bill 
and  be  paid  for  this  care  management 
service  separately  from  a  medical  visit, 
we  are  seeking  comments  about  whether 
we  should  require  a  face-to-face  visit 
when  billing  for  the  post-discharge 
transitional  care  management  service. 

We  are  also  seeking  comments  regarding 
how  we  might  incorporate  such  a 
required  visit  on  the  same  day  into  the 
payment  for  the  proposed  code.  We 
considered  several  reasons  for  requiring 
a  face-to-face  visit  on  the  same  day.  We 
wondered  whether,  with  a  face-to-face 
visit  immediately  after  discharge,  the 
plan  of  care  would  be  more  accurate 
given  that  the  patient’s  medical  or 
psychosocial  condition  may  have 
changed  from  the  time  the  practitioner 
last  met  with  the  patient  and  the 
practitioner  could  better  develop  a  plan 
of  care  through  an  in-person  visit  and 
discussion.  We  also  wondered  whether 
beneficiaries  would  understand  their 
coinsurance  liability  for  the  post¬ 
discharge  transitional  care  service  when  • 
they  did  not  visit  the  physician’s  or 
qualified  nonphysician  practitioner’s 
office.  On  the  other  hand,  we  have 
contemplated  several  scenarios  where  it 
is  not  possible  for  a  beneficiary  to  get  to 
the  physician’s  or  qualified 
nonphysician  practitioner’s  office  and 
welcome  comment  on  whether  an 
exception  process  would  be  appropriate 
if  we  were  to  finalize  a  same  day  face- 
to-face  visit  as  a  requirement  for  billing 
the  post-discharge  transitional  care 
management  code. 

The  proposed  post-discharge 
transitional  care  HCPCS  G-code  would 
be  described  as  follows: 

GXXXl — Post-discharge  transitional 
care  management  with  the  following 
required  elements: 

•  Communication  (direct  contact, 
telephone,  electronic)  with  the  patient 
or  caregiver  within  2  business  days  of 
discharge. 

•  Medical  decision  making  of 
moderate  or  high  complexity  during  the 
service  period. 

•  To  be  eligible  to  bill  the  service, 
physicians  or  qualified  nonphysician 
practitioners  must  have  had  a  face-to- 
face  E/M  visit  with  the  patient  in  the  30 
days  prior  to  the  transition  in  care  or 
within  14  business  days  following  the 
transition  in  care. 

We  contemplated  establishing  a 
requirement  that  post-discharge 
transitional  care  management  be 
furnished  by  a  physician  or  qualified 
nonphysician  practitioner  or  other 
clinical  staff  in  the  practice  who  are 
qualified  to  assist  beneficiaries  in 
managing  post-transition  changes  in 
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conditions  and  treatments.  We  welcome 
public  comment  on  whether  this  would 
be  an  appropriate  requirement  for 
GXXXl. 

We  propose  that  a  physician  or 
qualified  nonphysician  practitioner  who 
bills  for  discharge  management  during 
the  time  period  covered  by  the 
transitional  care  management  services 
code  may  not  also  bill  for  HCPCS  code 
GXXXl.  The  CPT  discharge 
management  codes  are  99217,  99234- 
99236,  99238-99239,  99281-99285,  or 
99315-99316,  home  health  care  plan 
oversight  services  (HCPCS  code  G0181), 
or  hospice  care  plan  oversight  services 
(HCPCS  code_G0182) .  We  believe  these 
codes  describe  care  management 
services  for  which  Medicare  makes 
separate  payment  and  should  not  be 
billed  in  conjunction  with  GXXXl, 
which  is  a  comprehensive  post¬ 
discharge  transitional  care  management 
service.  Further,  we  propose  that  a 
physician  or  qualified  nonphysician 
practitioner  billing  for  a  procedure  with 
a  10-  or  90-day  global  period  would  not 
also  bill  HCPCS  code  GXXXl  in 
conjunction  with  that  procedure 
because  any  follow-up  care  management 
would  be  included  in  the  post-operative 
portion  of  the  global  period.  Many  of  the 
global  surgical  packages  include 
discharge  management  codes.  We 
believe  that  any  physician  or  qualified 
nonphysician  practitioner  billing 
separately  for  the  discharge 
management  code  that  also  is  the 
community  physician  or  nonphysician 
practitioner  for  the  beneficiary  would  be 
paid  for  post-discharge  transitional  care 
management  through  the  discharge 
management  code. 

We  are  making  this  proposal  to 
provide  a  separate  reporting  mechanism 
to  the  community  physician  for  these 
services  in  the  context  of  the  broader 
HHS  and  CMS  multi-year  strategy  to 
recognize  and  support  primary  care  and 
care  management.  Should  any  of  these  • 
discrete  proposals,  like  this  one,  become 
final  policy,  they  may  be  short-term 
payment  strategies  that  would  he 
modified  and/or  revised  to  be  consistent 
with  broader  primary  care  and  care 
management  and  coordination  services 
if  the  agency  decides  to  pursue  payment 
for  a  broader  set  of  management  and 
coordination  services  in  future 
rulemaking.  We  would  also  note  that 
this  proposal  dovetails  with  our 
discussion  under  section  III.J.  of  this 
•  proposed  rule  on  the  Value-based 
Payment  Modifier  and  Physician 
Feedback  Reporting  Program  which 
discusses  hospital  admission  measures 
and  a  readmission  measure  as  outcome 
measures  for  the  proposed  value-based 


payment  modifier  adjustment  beginning 
in  CY  2015. 

c.  Proposed  Payment  for  Post-Discharge 
Transitional  Care  Management  Service 

To  establish  a  physician  work  relative 
value  unit  (RVU)  for  the  proposed  post¬ 
discharge  transitional  care  management, 
HCPCS  code  GXXXl,  we  compared 
GXXXl  with  CPT  code  99238  (Hospital 
discharge  day  management;  30  minutes 
or  less)  (work  RVU  =  1.28).  We 
recognize  that,  unlike  CPT  code  99238, 
HCPCS  code  GXXXl  is  not  a  face-to-face 
visit.  However,  we  believe  that  the 
physician  time  and  intensity  involved 
in  post-discharge  community  care 
management  is  most  equivalent  to  CPT 
code  99238  which,  like  the  proposed 
new  G-code,  involves  a  significant 
number  of  care  management  services. 
Therefore,  we  are  proposing  a  work 
RVU  of  1.28  for  HCPCS  code  GXXXl  for 
CY  2013.  We  also  are  proposing  the 
following  physician  times:  8  minutes 
pre-evaluation;  20  minutes  intra-service; 
and  10  minutes  immediate  post-service. 
The  physician  time  file  associated  with 
this  PFS  proposed  rule  is  available  on 
the  CMS  Web  site  in  the  Downloads 
section  for  the  CY  2013  PFS  proposed 
rule  at  http://www.cms.gov/ 
PhysicianFeeSched/. 

In  addition,  we  are  proposing  to 
crosswalk  the  clinical  labor  inputs  from 
CPT  code  99214  (Level  4  established 
patient  office  or  other  outpatient  visit) 
to  the  post-discharge  transitional  care 
code.  The  proposed  CY  2013  direct  PE 
input  database  reflects  these  inputs  and 
is  available  on  the  CMS  Web  site  under 
the  supporting  data  files  for  the  CY  2013 
PFS  proposed  rule  with  comment 
period  at  http://www.cms.gov/Physician 
FeeSched/.  The  proposed  PE  RVUs 
included  in  Addendum  B  to  this 
proposed  rule  reflect  the  RVUs  that 
result  from  application  of  this  proposal. 

For  malpractice  expense,  we  are 
proposing  a  malpractice  crosswalk  of 
CPT  code  99214  for  HCPCS  code 
GXXXl  for  CY  2013.  We  believe  the 
malpractice  risk  factor  for  CPT  code 
99214  appropriately  reflects  the  relative 
malpractice  risk  associated  with 
furnishing  HCPCS  code  GXXXl.  The 
malpractice  RVUs  included  in 
Addendum  B  to  this  proposed  rule 
reflect  the  RVUs  that  result  from  the 
application  of  this  proposal. 

We  note  that  as  with  other  services 
paid  under  the  PFS  the  20  percent 
beneficiary  coinsurance  would  apply  to 
the  post-discharge  transitional  care 
management  service  as  would  the  Part 
B  deductible. 

For  BN  calculations,  we  estimated 
that  physicians  or  qualified 
nonphysician  practitioners  would 


provide  post-discharge  transitional  care 
management  services  for  10  million 
discharges  in  CY  2013.  This  number 
roughly  considers  the  total  number  of 
hospital  inpatient  and  SNF  discharges, 
hospital  outpatient  observation  services 
and  partial  hospitalization  patients  that 
may  require  with  moderate  to  high 
complexity  decision-making. 

For  purposes  of  the  Primary  Care 
Incentive  Payment  Program  (PCIP),  we 
are  proposing  to  exclude  the  post 
discharge  transitional  care  management 
services  from  the  total  allowed  charges 
used  in  the  denominator  calculation  to 
determine  whether  a  physician  is  a 
primary  care  practitioner.  Under  section 
1833(x)  of  the  statute  the  PCIP  provides 
a  10  percent  incentive  payment  for 
primary  cme  services  within  a  specific 
range  of  E/M  services  when  furnished 
by  a  primary  care  practitioner.  Specific 
physician  specialties  and  qualified 
nonphysician  practitioners  can  qualify 
as  primary  care  practitioners  if  60 
percent  of  their  PFS  allowed  charges  are 
primary  care  services.  As  we  explained 
in  the  CY  2011  PFS  final  rule  (75  FR 
73435-73436),  we  do  not  believe  the 
statute  authorizes  us  to  add  codes 
(additional  services)  to  the  definition  of 
primary  care  services.  However,  in  order 
to  avoid  inadvertently  disqualifying 
community  primary  care  physicians 
who  follow  their  patients  into  the 
hospital  setting,  we  finalized  a  policy  to 
remove  allowed  charges  for  certain  E/M 
services  furnished  to  hospital  inpatients 
and  outpatients  from  the  total  allowed 
charges  in  the  PCIP  primary  tare 
percentage  calculation. 

We  believe  that  the  proposed 
transitional  care  management  code 
should  be  treated  in  the  same  manner  as 
those  services  for  the  purposes  of  PCIP 
because  post-discharge  transitional  care 
managemenPservices  are  a  complement 
in  the  community  setting  to  the 
hospital-based  discharge  day 
management  services  already  excluded 
from  the  PCIP  denominator.  Similar  to 
the  codes  already  excluded  from  the 
PCIP  denominator,  we  are  concerned 
that  inclusion  of  the  transitional  care 
management  code  in  the  denominator  of 
the  primary  care  percentage  calculation 
could  produce  unwarranted  bias  against 
“true  primary  care  practitioners”  who 
are  involved  in  furnishing  post¬ 
discharge  care  to  their  patients. 
Therefore,  while  physicians  and 
qualified  nonphysician  practitioners 
who  furnish  transitional  care 
management  would  not  receive  an 
additional  incentive  payment  under  the 
PCIP  for  the  service  itself  (because  it  is 
not  considered  a  “primary  care  service” 
for  purposes  of  the  PCIP),  the  allowed 
charges  for  transitional  care 
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management  would  not  be  included  in 
the  denominator  when  calculating  a 
physician’s  or  practitioner’s  percent  of 
allowed  charges  that  were  primary  care 
services  for  purposes  of  the  PCIP. 

2.  Primary  Care  Services  Furnished  in 
Advanced  Primary  Care  Practices 

a.  Background 

As  we  have  discussed  above,  we  are 
committed  to  considering  new  options 
and  developing  future  proposals  for 
payment  of  primary  care  services  under 
the  MPFS.  Such  options  would  promote 
comprehensive  and  continuous 
assessment,  care  management,  and 
attention  to  preventive  services  that 
constitute  effective  primary  care  by 
establishing  appropriate  payment  when 
physicians  furnish  such  services.  One 
method  for  ensuring  that  any  targeted 
payment  for  primary  care  services 
would  constitute  a  minimum  level  of 
care  coordination  and  continuous 
assessment  under  the  MPFS  would  be  to 
pay  physicians  for  services  furnished  in 
an  “advanced  primary  care  practice” 
that  has  implemented  a  medical  home 
model  supporting  patient-specific  care. 
The  medical  home  model  has  been  the 
subject  of  extensive  study  in  medical 
literature.  Since  2007,  the  AMA, 
American  Academy  of  Family 
Physicians  (AAFP),  the  American 
Academy  of  Pediatrics  (AAP),  the 
American  College  of  Physicians  (AGP), 
and  the  American  Osteopathic 
Association  (AO A),  and  many  other 
physician  ocganizations  have  also 
endorsed  “Joint  Principles  of  the 
Patient-Centered  Medical  Home.”  In 
February  2011,  the  AAFP,  the  AAP,  the 
ACP,  and  AOA  also  published  formal 
“Guidelines  for  Patient-Centered 
Medical  Home  (PCMH)  Recognition  and 
Accreditation  Programs”  to  develop  and 
promote  the  concept  and  . practice  of  the 
PCMH.  (These  guidelines  are  available 
at  http://www.aafp.org/onIine/etc/ 
medialib/aafpjjrg/documents/ 
membership/ pcmh/pcmhtools/ 
pcmhgui  delines. Par. 000 1  .File,  dat/ 
GuidelinesPCMHRecognition 
AccreditationPrograms.pdf.)  As  we  have 
discussed  above,  the  Innovation  Center 
has  been  conducting  a  several  initiatives 
based  on  the  medical  home  concept. 

The  medical  home  concept 
emphasizes  establishing  an  extensive 
inft'astructure  requiring  both  capital 
investments  and  new  staffing,  along 
with  sophisticated  processes,  to  support 
continuous  and  coordinated  care  with 
an  emphasis  on  prevention  and  early 
diagnosis  and  treatment.  The  literature, 
reports,  and  guidelines  dealing  with  the 
medical  home  concept  define  the 
requisite  elements  or  functions  that 


constitute  this  infirastructure  and 
processes  in  various  ways.  For  example, 
the  Innovation  Center’s  CPC  initiative 
identified  a  set  of  five  “comprehensive 
primary  care  functions,”  which  form  the 
service  delivery  model  being  tested  and 
the  required  ft-amework  for  practice 
transformation  under  the  CPC  initiative. 
We  believe  these  five  “comprehensive 
primary  care  functions”  provide  an 
appropriate  starting  point  for  discussing 
the  incorporation  of  the  comprehensive 
primary  care  services  delivered  in 
advanced  primary  care  practices 
(practices  implementing  a  medical 
home  model)  into  the  MPFS; 

1.  Risk-Stratified  Care  Management 

One  of  the  hallmarks  of 
comprehensive  primary  care  is  the 
provision  of  intensive  care  management 
for  high-risk,  high-need,  high-cost 
patients.  Providers  must  provide 
routine,  systematic  assessment  of  all 
patients  to  identify  and  predict  which 
patients  need  additional  interventions. 

In  consultation  with  their  patients,  they 
should  create  a  plan  of  care  to  assure 
care  that  is  provided  is  congruent  with 
patient  choices  and  values.  Once  patient 
needs,  including  social  needs  and 
functional  deficits,  have  been  identified, 
they  should  be  systematically 
addressed.  Markers  of  success  include 
policies  and  procedures  describing 
routine  risk  assessment  and  the 
presence  of  appropriate  care  plans 
informed  by  the  risk  assessment. 

2.  Access  and  Continuity 

Health  providers  who  know  the 
patient  should  be  accessible  when  a 
patient  needs  care.  Providers  must  have 
access  to  patient  data  even  when  the 
office  is  closed  so  they  can  continue  to 
participate  in  care  decisions  with  their 
patients.  Patients  need  access  to  the 
patient  care  team  24/7.  Every  patient  is 
assigned  to  a  designated  provider  or 
care  team  with  whom  they  are  able  to 
get  successive  appointments.  Markers  of 
success  include  care  continuity  and 
availability  of  the  EHR  when  the  office 
is  closed. 

3.  Planned  Care  for  Chronic  Conditions 
and  Preventive  Care 

Primary  care  must  be  proactive. 
Practitioners  must  systematically  assess 
all  patients  to  determine  his  or  her 
needs  (one  way  would  be  through  the 
annual  wellness  visit  2)  and  provide 


2  The  Affordable  Care  Act  ( ACA)  covered  an 
annual  wellness  visit  for  Medicare  beneficiaries 
through  which  they  are  to  receive  a  personalized 
prevention  plan.  The  ACA  also  ensured  preventive 
services  would  be  covered  without  cost  if  they  are 
tecommended  by  the  US  Preventive  Services 
Taakforce  and  meet  certain  other  conditions. 


proactive,  appropriate  care  based  on 
that  assessment.  Pharmaceutical 
management,  including  medication 
reconciliation  and  review  of  adherence 
and  potential  interactions,  and  oversight 
of  patient  self-management  of 
medications  for  diabetes,  anti- 
coagulation  management  or  warfarin 
therapy,  and  other  chronic  conditions, 
should  be  a  routine  part  of  all  patient 
assessments.  Markers  of  success  include 
completion  of  the  Annual  Wellness 
Visit  and  documentation  of  medication 
reconciliation. 

4.  Patient  and  Caregiver  Engagement 

Truly  patient-centered  care  assumes 
the  mantra  “nothing  about  me  without 
me.”  Providers  should  establish  systems 
of  care  that  include  the  patient  in  goal 
'  setting  and  decision  making,  creating 
opportunities  for  patient  engagement 
throughout  the  care  delivery  process. 
Markers  of  success  include  policies  and 
procedures  designed  to  ensure  that 
patient  preferences  are  sought  and 
incorporated  into  treatment  decisions. 

5.  Coordination  of  Care  Across  the 
Medical  Neighborhood 

The  “medical  neighborhood”  is  the 
totality  of  providers,  related  non-health 
services  and  patients  in  an  area,  and  the 
ways  in  which  they  work  together.  ^ 
Primary  care  can  be  seen  as  the  hub  of 
the  neighborhood  and  must  take  the 
lead  in  coordinating  care.  In  particular, 
primary  care  providers  must  move 
towards  leadership  of  health  teams  both 
within  and  outside  their  practice’s 
walls.  Providers  must  have  the  ability  to 
access  a  single  medical  record  shared  by 
the  whole  team;  the  content  of  this 
record  can  be  leveraged  to  manage 
communication  and  information  flow  in 
support  of  referrals  to  other  clinicians, 
and  to  support  safe  and  effective 
transitions  from  the  hospital  and  skilled 
nursing  facilities  back  to  the 
community.  The  primary  care  practice 
must  also  include  personnel  who  are 
qualified  to  assist  patients  to  manage 
post  transition  changes  in  conditions 
and  treatments  required  to  support 
patients’  health  and  reduce  their  need 
for  readmission.  Markers  of  success 
include  the  presence  of  standard 
processes  and  documents  for 
communicating  key  information  during 
care  transitions  or  upon  referral  to  other 
providers. 


^  "Coordinating  Care  in  the  Medical 
Neighborhood”  White  Paper.  Agency  for  Healthcare 
Research  and  Quality,  June  2011. 
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b.  Advanced  Primary  Care  Practices 
Accreditation  and  Infrastructure 

1.  Accreditation  Utilizing  Nationally 
Recognized  Organizations 

In  the  event  that  we  were  to  establish 
an  enhanced  payment  for  primary  care 
services  furnished  to  Medicare 
beneficiaries  in  an  advanced  primary 
care  practice  environment,  we  would 
need  to  establish  a  set  of  parameters  to 
determine  whether  or  not  a  clinical 
practice  could  be  considered  an 
advanced  primary  care  practice 
(medical  home).  The  foundation  for  our 
assessment  could  be  whether  the 
practice  has  the  capacity  to  deliver 
comprehensive  primary  care  services 
that  mirror  the  five  functions  of  the  CPC 
initiative.  However,  we  would  need  to 
identify  explicit  criteria  in  the  form  of 
documented  processes  and  quantifiable 
practice  attributes,  such  as  the 
availability  and  capacity  of  electronic 
health  records,  to  assess  the  presence  of 
these  five  functions. 

We  could  make  our  determination 
that  a  practice  has,  implemented  all 
identified  functions  and  is,  therefore,  an 
advanced  primary  care  practice,  by 
recognizing  one  or  more  of  the 
nationally  available  accreditation 
programs  currently  in  use  by  major 
organizations  that  provide  accreditation 
for  advanced  primary  care  practices, 
frequently  credentialed  as  “PCMHs”. 
Having  established  recognition  of 
accreditation  by  one  of  several  national 
accreditation  organizations,  we  might 
require  that  a  provider  document 
through  the  enrollment  process  (PECOS) 
that  the  practice  meets  the  definition  of 
an  Advanced  Primary  Care  Practice  to 
furnish  comprehensive  primary  care 
services.  We  have  identified  four 
national  models  that  provide 
accreditation  for  organizations  wishing 
to  become  an  advanced  primary  care 
practice;  the  Accreditation  Association 
for  Ambulatory  Health,  The  Joint 
Commission,  the  NCQA,  and  the 
Utilization  Review  Accreditation 
Commission  (URAC).  While  there  are 
similarities  between  all  four  of  the 
national  models  for  PCMH 
accreditation,  each  model  has  different 
standards  and  areas  of  emphasis  in  its 
review  and  approval  of  organizational 
capacity  and  function  as  a  PCMH.  For 
instance,  according  to  a  report  prepared 
for  CMS  by  the  Urban  Institute  entitled, 
“Patient-Centered  Medical  Home 
Recognition  Tools:  A  Comparison  of 
Ten  Surveys’  Content  and  Operational 
Details”  released  in  March  of  2012,  the 
NCQA  places  a  heavier  emphasis  on 
Health  IT  than  the  other  accrediting 
bodies  in  their  measurement  standards. 
This  report  can  be  viewed  at  the 


following  link:  http://www.urban.org/ 
upIoadedpdf/4 1 2338-patient-centered- 
medical-home-rec-tools.pdf. 

We  believe  that  basing  our 
determination  on  accreditation  as  a 
PCMH  by  a  national  accreditation 
organization  would  offer  a  number  of 
benefits,  including  that  their 
accreditation  tools,  which  review 
specific  aspects  of  practice  including 
information  systems  and  organizational 
processes  already  are  well  known, 
widely  used,  and  well  respected.  Level 
3  NCQA  accreditation,  URAC,  the 
Accreditation  Association  for 
Ambulatory  Health  and  Joint 
Commission  accreditation  standards  are, 
despite  their  differences,  very  similar  to 
the  concepts  of  the  comprehensive 
primary  care  services,  and  CMS  could 
consider  accepting  accreditation  from 
any  of  these  as  documentation  that  a 
group  practice  is  an  advanced  primary 
care  practice.  Other  payers  currently 
recognize  PCMH  accreditation  by  these 
organizations  for  payment.  A 
publication  from  the  Medical  Group 
Management  Association  (MGMA)  “The 
Patient  Centered  Medical  Home 
Guidelines:  A  Tool  to  Compare  National 
Programs”  found  that  all  four  of  the 
national  accreditation  programs  met  the 
guidelines  set  forth  by  the  AAFP,  the 
AAP,  the  ACP,  and  AOA  in  their  2011 
guidelines.  The  MGMA  report  can  be 
downloaded  from  the  following  Web 
site:  http://www.mgma.com/Books/ 

Pa  tien  t-Cen  tered-Medical-Home- 
Guidelines/.  However,  we  recognize  that 
the  cost  to  a  practice  to  acquire 
accreditation  from  one  of  these 
accrediting  organizations  could  be 
significant.  In  addition,  the  processes  to 
receive  accreditation  as  an  advanced 
primary  care  practice  under  these 
guidelines  can  be  lengthy.  We  also  are 
concerned  that  some  parts  of  the 
accreditation  processes  for  these 
accrediting  organizations  would  be 
considered  proprietary.  We  believe  that 
Medicare  payment  should  rely 
whenever  feasible  on  criteria  and  tools 
that  are  in  the  public  domain.  We  also 
recognize  that  it  could  be  challenging 
for  us  to  address  how  we  could  rely  on 
a  set  of  standards  from  a  private 
accrediting  body  while  still  retaining 
responsibility  for  accreditation 
outcomes.  It  is  unclear  at  this  time  how 
we  would  balance  the  proprietary 
interests  of  these  private  organizations 
in  their  accreditation  models  with  our 
responsibility  to  establish  and  maintain 
appropriate  transparency  in  our 
decision-making  processes. 

If  we  were  to  move  forward  with  a 
process  that  would  use  the  accreditation 
standards  from  a  private  sector 
organization  to  make  determinations  as 


to  whether  a  practice  is  an  advanced 
primary  care  practice,  we  would  need  to 
determine  whether  to  recognize  one, 
some,  or  all  of  the  available  and 
established  accreditation  models.  As  we 
stated  above,  because  each  accreditation 
tool  has  different  standards  and 
emphasizes  different  criteria,  we  are 
concerned  that  there  could  be 
consistency  issues  if  we  were  to 
recognize  accreditation  from  all  four 
organizations  as  evidence  of 
certification  to  provide  advanced 
primary  care.  It  would  be  important  to 
ensure  that  any  of  the  accreditation 
tool(s)  we  selected  met  the  goals  of  our 
policy.  We  specifically  invite  comments 
regarding  the  processes  that  we  should 
consider  for  application,  confirmation 
that  recognized  accreditation  standards 
are  met,  and  notification  of  recognition 
as  a  PCMH  if  we  were  to  recognize 
practices  as  advanced  primary  care 
practices  based  on  accreditation  as  a 
PCMH  by  one  or  more  of  the  national 
accreditation  organizations. 

2.  CMS-Developed  Advanced  Primary 
Care  Accreditation  Criteria 

Alternatively,  we  could  develop  our 
own  criteria  using,  for  example,  the  five 
functions  of  comprehensive  primary 
care  used  in  the  CPC  initiative  and 
described  above,  to  determine  what 
constitutes  advanced  primary  care  for 
purposes  of  Medicare  payment.  We 
would  then  need  to  develop  a  process 
for  determining  whether  specific 
physician  practices  meet  the  criteria  for 
advanced  primary  care.  This  could 
include  creating  our  own  criteria  and 
processes  for  review  or  could  include 
using  existing  accrediting  bodies  to 
measure  compliance  against  advanced 
primary  care  criteria  determined  by 
CMS.  This  would  create  more  consistent 
standards  for  identifying  advanced 
primary  care  practices  and  provide 
greater  transparency  in  the  certification 
process.  If  CMS  was  able  to  determine 
the  validity  of  an  organization’s 
application  to  he  recognized  to  be  an 
advemced  primary  care  practice,  this 
could  reduce  the  cost  to  the  physician 
practice  for  accreditation.  However, 
practices  would  still  need  to  invest  in 
organizational  process  and 
infrastructure  to  meet  advanced  primary 
care  criteria.  Implementing  an  internal 
process  to  accredit  practices  as 
advanced  primary  care  for  purposes  of 
Medicare  payment  could  involve 
significant  administrative  cost.  The 
amount  of  cost  likely  would  depend  on 
the  rigor  of  the  required  criteria,  and  the 
amount  of  documentation  and  review 
required  prior  to  approval  as  an 
advanced  primary  care  practice. 
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If  we  established  our  own  criteria  in 
order  to  resolve  the  lack  of 
standardization  between  the  standards 
adopted  by  the  various  national 
accreditation  organizations  for  PCMH,  it 
is  possible  that  the  accrediting  bodies, 
would  then  be  able  to  assist  us  in 
determining  compliance  with  the  CMS 
criteria.  Depending  on  the  nature  of  the 
criteria,  the  CMS  criteria  may  cost  less 
to  implement  but  would  likely  require 
a  practice  to  incur  the  cost  for  an 
accrediting  body  to  review  the  practice’s 
compliance.  We  invite  public  comment 
on  the  potential  approaches  we  could 
use  to  identify  advanced  primary  care 
practices  for  purposes  of  Medicare 
payment,  including  the  possible  use  of 
one  or  more  national  accrediting 
organizations  (and  whether  meaningful 
use  of  certified  electronic  health  record 
technology  should  be  required  for  such 
accreditation)  as  part  of  a  Medicare 
approval  process,  as  well  as  any  other 
potential  approaches  to  accrediting 
advanced  primary  care  practices  that  we 
have  not  discussed  here. 

c.  Beneficiary  Attribution  for  Purposes 
of  Payment 

One  potential  issue  surrounding 
comprehensive  primary  care  services 
delivered  in  an  advanced  primary  care 
practice  is  attribution  of  a  beneficiary  to 
an  advanced  primary  care  practice.  We 
would  not  expect  that  there  would  be 
more  than  one  practice  functioning  as 
an  advanced  primary  care  practice  for  a 
beneficiary  at  any  given  time.  However, 
in  a  fee-for-service  environment  we 
would  need  to  determine  which  practice 
is  currently  serving  as  the  advanced 
primary  care  practice  for  the  beneficiary 
in  order  to  ensure  appropriate  payment. 
One  method  of  attribution  could  be  that 
each  beneficiary  prospectively  chooses 
an  advanced  primary  care  practice.  We 
seek  comment  on  how  such  a  choice 
might  be  documented  and  incorporated 
into  the  fee-for-service  environment. 
Other  attribution  methodologies  might 
examine  the  quantity  and  type  of  E/M 
or  other  designated  services  furnished  to 
that  beneficiary  by  the  practice.  We 
welcome  input  on  the  most  appropriate 
approach  to  the  issue  of  how  to  best 
determine  the  practice  that  is 
functioning  as  the  advanced  primary 
care  practice  for  each  beneficiary.  We 
are  not  considering  proposals  that 
would  restrict  a  beneficiary’s  free  choice 
of  practitioners. 

In  summary,  we  believe  that  targeting 
primary  care  management  payments  to 
advanced  primary  care  practices  would 
have  many  merits  including  ensuring  a 
basic  level  of  care  coordination  and  care 
management.  We  recognize  that  the 
advanced  primary  care  model  has 


demonstrated  efficacy  in  improving  the 
value  of  health  care  in  several  contexts, 
and  we  are  exploring  whether  we  can 
achieve  these  outcomes  for  the  Medicare 
population  through  several 
demonstration  projects.  Careful  analysis 
of  the  outcomes  of  these  demonstration 
projects  will  inform  our  understanding 
of  how  this  model  of  care  affects  the 
Medicare  population  and  of  potential 
PFS  payment  mechanisms  for  these 
services.  At  the  same  time,  we  also 
believe  that  there  are  many  policy  and 
operational  issues  to  be  considered 
when  nationally  implementing  such  a 
progrcun  within  the  PFS.  Therefore,  we 
generally  invite  broad  public  comment 
on  the  accreditation  and  attribution 
issues  discussed  above  and  any  other 
aspect,  including  payment,  of 
integrating  an  advanced  primary  care 
model  in  to  the  PFS. 

/.  Payment  for  Molecular  Pathology 
Services 

For  CY  2012,  the  AMA  CPT  Editorial 
Panel  began  creating  new  CPT  codes  to 
replace  the  current  codes  used  to  bill  for 
molecular  pathology  services.  The  new 
codes  describe  distinct  molecular 
pathology  tests  and  test  methods.  CPT 
divided  these  new  molecular  pathology 
codes  into  Tiers.  Tier  1  codes  describe 
common  gene-specific  and  genomic 
procedures.  Tier  2  codes  capture 
reporting  for  less  common  tests  and 
each  Tier  2  code  represents  a  group  of 
tests  that  involve  similar  technical 
resources  and  interpretive  work.  For  CY 
2012,  CPT  created  101  new  molecular 
pathology  codes;  92  new  Tier  1  codes 
for  individual  tests  and  nine  Tier  2 
codes  for  common  groups  of  tests.  These 
codes  appear  in  Table  21.  We  anticipate 
that  CPT  will  create  additional 
molecular  pathology  codes  for  CY  2013. 

We  stated  in  our  notice  for  the 
Clinical  Laboratory  Fee  Schedule 
(CLFS)  Annual  Public  Meeting  (to  be 
held  July  16-17,  2012  at  CMS 
headquarters  in  Baltimore,  Maryland, 
more  information  at  https:// 
www.cms.gov/ /Medicare-Fee-for- 
Service-Payment/ClinicalLabFeeSched/ 
Public  Meetings. html)  that  we  are 
.following  our  process  to  determine  the 
appropriate  basis  and  payment  amounts 
for  new  clinical  diagnostic  laboratory 
tests,  including  the  molecular  pathology 
tests,  under  the  CLFS  for  CY  2013. 
However,  we  also  stated  that  we 
understand  stakeholders  in  the 
molecular  pathology  community 
continue  to  debate  whether  Medicare 
should  pay  for  molecular  pathology 
tests  under  the  CLFS  or  the  PFS. 
Medicare  pays  for  clinical  diagnostic 
laboratory  tests  through  the  CLFS  and 
for  services  that  ordinarily  require 


physician  work  through  the  PFS.  We 
stated  that  we  believe  we  would  benefit 
firom  additional  public  comments  on 
whether  these  tests  are  clinical 
diagnostic  laboratory  tests  that  should 
be  paid  under  the  CLFS  or  whether  they 
are  physicians’  services  that  should  be 
paid  under  the  PFS.  Therefore,  we  said 
that  we  intejid  to  solicit  comment  on 
this  issue  in  this  proposed  rule,  as  well 
as  public  comment  on  pricing  policies 
for  these  tests  under  the  CLFS  at  the 
Annual  Public  Meeting.  This  section 
first  discusses  and  requests  comment  on 
whether  these  molecular  pathology  CPT 
codes  describe  services  that  ordinarily 
require  physician  work,  and  then 
discusses  our  proposal  to  address 
payment  for  these  CPT  codes  on  the 
PFS,  pending  public  comment  on  the 
first  question.  This  proposal  is  parallel 
to  the  invitation  to  discuss  at  the  CLFS 
Annual  Public  Meeting,  the  appropriate 
basis  for  establishing  a  payment  amount 
for  the  molecular  pathology  CPT  codes 
as  clinical  diagnostic  laboratory  tests 
under  the  CLFS. 

As  detailed  in  section  II.B.l.  of  this 
proposed  rule.  Medicare  establishes 
payment  under  the  PFS  by  setting  RVUs 
for  physician  work,  practice  expense 
(PE),  and  malpractice  expense  for 
services  that  ordinarily  require 
physician  work.  To  establish  RVUs  for 
physician  work,  we  conduct  a  clinical 
review  of  the  relative  physician  work 
(time  by  intensity)  required  for  each  PFS 
service.  This  clinical  review  includes 
the  review  of  RVUs  recommended  by 
the  American  Medical  Association 
Relative  Value  Scale  Update  Committee 
(AMA  RUC)  and  others.  The  AMA  RUC- 
recommended  physician  work  RVUs 
typically  are  based  in  part  on  results  of 
a  survey  conducted  by  the  relevant 
specialty  society  for  a  service.  CMS 
establishes  RVUs  for  PE  under  a 
resource-based  PE  methodology  that 
considers  the  cost  of  direct  inputs,  as 
well  as  indirect  PE  costs.  The  AMA 
RUC,  through  the  Practice  Expense 
Subcommittee,  recommends  direct  PE 
inputs  to  CMS,  and  the  relevant 
specialty  societies  provide  pricing 
information  for  those  direct  inputs  to 
CMS.  After  we  determine  the 
appropriate  direct  PE  inputs,  the  PE 
methodology  is  used  to  develop 
proposed  PE  RVUs.  Physician  work  and 
PE  RVUs  for  each  CPT  code  are 
constructed  to  reflect  the  typical  case; 
that  is,  they  reflect  the  service  as  it  is 
furnished'in  greater  than  50  percent  of 
Medicare  cases.  CMS  establishes 
resource-based  malpractice  expense 
RVUs  using  weighted  specialty-specific 
malpractice  insurance  premium  data 
collected  from  commercial  and 
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physician-owned  insurers  in  CY  2010 
(74  FR  61758).  For  most  services  paid 
under  the  PFS,  beneficiary  cost-sWing 
is  20  percent  of  the  payment  amount. 

CMS  establishes  a  payment  rate  for 
new  clinical  diagnostic  laboratory  tests 
under  the  CLFS  by  either  crosswalking 
or  gap-filling.  Crosswalking  is  used 
when  a  new  test  code  is  comparable  to 
an  existing  test  code,  multiple  existing 
test  codes,  or  a  portion  of  an  existing 
test  code  on  the  CLFS.  Under  this 
methodology,  the  new  test  code  is 
assigned  the  local  fee  schedule  amounts 
and  the  national  limitation  amount 
(NLA)  of  the  existing  test,  with  payment 
made  at  the  lesser  of  the  local  fee 
schedule  amount  or  the  NLA.  Gap¬ 
filling  is  used  when  no  comparable  test 
exists  on  the  CLFS.  In  the  first  year, 
carrier-specific  amounts  are  established 
for  the  new  test  code  using  the 
following  sources  of  information; 

Charges  for  the  test  and  routine 
discounts  to  charges;  resources  required 
to  perform  the  test;  payment  amounts 
determined  by  other  payers;  and 
charges,  payment  amounts,  and 
resources  required  for  other  tests  that 
may  be  comparable  or  otherwise 
relevant.  For  the  second  year,  the  NLA 
is  calculated,  which  is  the  median  of  the 
carrier-specific  amounts.  See  §414.508. 
Services  paid  under  the  CLFS  do  not 
include  any  physician  work,  although 
tests  paid  under  the  CLFS  can  involve 
interpretation  by  a  laboratory 
technician,  a  chemist,  or  a  geneticist — 
none  of  which  are  occupations  that  meet 
the  statutory  definition  of  a  physician. 
While  payments  can  vary  geographically 
due  to  contractor  discretion  across 
locality  areas  (which  are  the  same 
localities  used  for  the  GPCIs  under  the 
PFS),  payments  cannot  exceed  a  NLA 
nor  can  they  be  adjusted  once  rates  are 
determined.  In  the  CY  2008  PFS  final 
rule  with  comment  period,  we  adopted 
a  prospective  reconsideration  process 
for  new  tests  paid  under  the  CLFS, 
allowing  a  single  year  for  Medicare  and 
stakeholders  to  review  pricing  for  new 
tests  after  the  payment  is  initially 
established  (72  FR  66275  through 
66279,  66401  through  66402).  Finally, 
the  statute  waives  beneficiary  cost- 
sharing  for  clinical  laboratory  diagnostic 
tests  paid  on  the  CLFS. 

For  a  handful  of  clinical  laboratory 
services  paid  under  the  CLFS,  we  allow 
an  additional  payment  under  the  PFS 
for  the  professional  serviqes  of  a 
pathologist  when  they  meet  the 
requirements  for  clinical  consultation 
service  as  defined  in  §415.130.  The  PFS 
pays  for  services  that  ordinarily  require 
the  work  of  a  physician  and,  with  regard 
to  pathology  services,  explicitly  pays  for 
both  the  professional  and  technical 


component  of  the  services  of  a 
pathologist  as  defined  in  §415.130 
including  surgical  pathology, 
cytopathology,  hematology,  certain 
blood  banking  services,  clinical 
consultations,  and  interpretive  clinical 
laboratory  services. 

Molecular  pathology  tests  are 
currently  billed  using  combinations  of 
longstanding  CPT  codes  that  describe 
each  of  the  various  steps  required  to 
perform  a  given  test.  This  billing 
method  is  called  “stacking”  because 
different  “stacks”  of  codes  are  billed 
depending  on  the  components  of  the 
furnished  test.  Currently,  all  of  the 
stacking  codes  are  paid  through  the 
CLFS.  One  stacking  code,  CPT  code 
83912  (molecular  diagnostics; 
interpretation  and  report)  is  paid  on 
both  the  CLFS  and  the  PFS.  Payment  for 
the  interpretation  and  report  of  a 
molecular  pathology  test  when 
furnished  and  billed  by  a  physician  is 
made  under  the  PFS  using  the 
professional  component  (PC,  or  26)  of 
CPT  code  83912  (83912-26).  Payment 
for  the  interpretation  and  report  of  a 
molecular  pathology  test  when 
furnished  by  non-physician  laboratory 
staff  is  made  under  the  CLFS  using  CPT 
code  83912. 

Since  the  creation  of  new  molecular 
pathology  CPT  codes,  there  has  been 
significant  debate  in  the  stakeholder 
community  regarding  whether  these 
new  molecular  pathology  codes  describe 
physicians’  services  that  ordinarily 
require  physician  work  and  would  be 
paid  under  the  PFS,  or  whether  they 
describe  clinical  diagnostic  laboratory 
tests  that  would  be  paid  on  the  CLFS. 
The  AMA  RUC  reviewed  the  101  new 
molecular  pathology  CPT  codes  and 
concluded  that  79  of  101  new  molecular 
pathology  codes  include  work  furnished 
by  a  physician.  The  American  Clinical 
Laboratory  Association  (ACLA)  has 
indicated  that  32  of  the  101  new 
molecular  pathology  codes  are 
interpreted  by  a  physician  and  that  a 
physician  may  perform  the  technical 
component  associated  with  2  of  the  101 
CPT  codes.  Only  15  of  the  101  new 
codes  appear  on  both  the  AMA  RUC  and 
ACLA  list  of  codes  that  each  believe 
include  work  furnished  by  a  physician. 
Additionally,  some  stakeholders  have 
suggested  that  all  molecular  pathology 
tests  require  physician  interpretation 
and  report.  Other  stakeholders  have 
suggested  that  the  interpretation  and 
report  of  a  molecular  pathology  test  is 
not  ordinarily  required  because  the 
majority  of  the  molecular  pathology 
tests  are  clearly  negative  so 
interpretation  and  reporting  generally 
are  not  necessary.  In  addition,  some 
stakeholders  have  argued  that  molecular 


pathology  tests  are  becoming  more  and 
more  automated,  and  therefore  generally 
do  not  require  interpretation  by  a 
physician. 

In  the  CY  2012  PFS  final  rule  (76  FR 
73190),  we  stated  that  for  CY  2012, 
Medicare  would  continue  to  use  the 
existing  stacking  codes  for  the  reporting 
and  payment  of  these  molecular 
pathology  services,  and  that  the  101 
new  CPT  codes  would  not  be  valid  for 
payment  for  CY  2012.  We  did  this 
because  we  were  concerned  that  we  did 
not  have  sufficient  information  to  know 
whether  these  new  molecular  pathology 
CPT  codes  describe  clinical  diagnostic 
laboratory  tests  or  services  that 
ordinarily  require  physician  work.  For 
CY  2013,  we  continue  to  have  many  of 
the  same  concerns  that  led  us  not  to 
recognize  the  101  molecular  pathology 
Ci’T  codes  for  payment  for  CY  2012. 
Specifically,  we  acknowledge  that  we 
are  lacking  definitive  answers  to  the 
following  q^uestions: 

•  Do  each  of  the  101  moleculm 
pathology  CPT  codes  describe  services 
that  are  ordinarily  furnished  by  a 
physician? 

•  Do  each  of  these  molecular 
pathology  CPT  codes  ordinarily  require 
interpretation  and  report? 

•  What  is  the  nature  of  that 
interpretation  and  does  it  typically 
require  physician  work? 

•  Who  furnishes  interpretation 
services  and  how  frequently? 

We  are  seeking  public  comment  on 
these  questions  and  the  broader  issue  of 
whether  the  new  molecular  pathology 
codes  describe  physicians’  services  that 
should  be  paid  under  the  PFS,  or  if  they 
describe  clinical  diagnostic  laboratory 
tests  that  should  be  paid  under  the 
CLFS. 

As  we  continue  to  consider  public 
comment  on  whether  these  molecular  . 
pathology  CPT  codes  describe  services 
that  ordinarily  require  physician  work, 
we  want  to  ensure  that  there  is  a 
payment  mechanism  in  place  to  pay  for 
these  CPT  codes  for  CY  2013.  We 
propose  to  price  all  of  the  101  new 
molecular  pathology  codes  through  a 
single  fee  schedule,  either  the  CLFS  or 
the  PFS.  After  meeting  with 
stakeholders  and  reviewing  each  CPT 
code,  we  believe  that  there  is  little 
variation  in  the  laboratory 
methodologies,  as  all  of  them  employ 
gene  sequencing  processes.  However, 
there  are  very  different  processes  for 
establishing  payment  rates  under  the 
PFS  and  the  CLFS.  As  discussed  above. 
Medicare  sets  payment  under  the  CLFS 
by  either  crosswalking  or  gap-filling 
and,  after  the  prospective 
reconsideraflhn  process,  currently 
cannot  adjust  the  payment  amount 
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further.  In  contrast.  Medicare  sets 
payment  under  the  PFS  through  a  set  of 
resource-based  methodologies  for 
physician  work,  PE,  and  malpractice 
expense,  and  payment  can  be  reviewed 
and  adjusted  as  the  resources  required 
to  furnish  a  service  change.  We  are 
concerned  that  establishing  different 
prices  for  comparable  laboratory 
services  across  two  different  payment 
systems  would  create  a  financial 
incentive  to  choose  one  test  over 
another  simply  because  of  its  fee 
schedule  placement.  We  are  also 
concerned  that  the  differences  in  prices 
would  become  more  pronounced  over 
time  as  the  PFS  continues  to  review  the 
values  for  physician  work  and  PE  inputs 
relative  to  established  CLFS  prices. 
Therefore,  because  of  the  homogeneity 
of  the  laboratory  methodologies  behind 
these  procedure  test  codes,  we  believe 
that  it  is  appropriate  for  all  101  new 
molecular  pathology  CPT  codes  to  be 
priced  on  the  same  fee  schedule  using 
the  same  methodology.  We  invite  public 
comment  on  this  proposal. 

In  our  effort  to  determine  the 
appropriate  Medicare  payment  for  these 
new  molecular  pathology  codes, 
stakeholders  will  have  the  opportunity 
to  discuss  the  CLFS  payment  basis  for 
establishing  payment  amounts  for  the 
molecular  pathology  codes  discussed 
above  at  the  CLFS  Annual  Public 
Meeting  in  July  2012.  Section 
1833(h)(8)(A)  of  the  Act,  which 
discusses  the  CLFS,  requires  the 
Secretary  to  “establish  by  regulation 
procedures  for  determining  the  basis  for, 
and  amount  of,  payment  [under  the 
CLFS]  for  any  clinical  diagnostic 
laboratory  test  with  respect  to  which  a 
new  or  substantially  revised  HCPCS 
code  is  assigned  on  or  after  January  1, 
2005.”  Clauses  (i)  and  (ii)  of  section 
1833(h)(8)(B)  of  the  Act  requires  the 
Secretary  to:  1)  Make  “available  to  the 
public  (through  an  Internet  Web  site  and 
other  appropriate  mechanisms)  a  list 
that  includes  any  such  test  for  which 
establishment  of  a  payment  amount 
*  *  *  is  being  considered  for  a  year;” 
and,  “on  the  same  day  such  list  is  made 
available,  causes  to  have  published  in 
the  Federal  Register  notice  of  a  meeting 
to  receive  comments  and 
recommendations  (and  data  on  which 
recommendations  are  based)  hrom  the 
public  on  the  appropriate  basis  *  *  * 
for  establishing  payment  amounts  for 
the  tests  on  such  list.”  Because  we 
believe  that  these  molecular  pathology 
codes  may  be  clinical  diagnostic 
laboratory  tests  payable  on  the  CLFS, 
comments  and  recommendations  from 
the  public  on  the  appropriate  basis  for 
establishing  payment  amounts  on  the 


CLFS  will  be  discussed  at  the  CY  2013 
CLFS  Annual  Public  Meeting.  More 
information  on  the  CLFS  Annual  Public 
Meeting  is  available  in  the  Federal 
Register  at  77  FR  31620  through  31622 
and  on  the  CMS  Web  site  at  http:// 
www.cms.hhs.gov/ClinicalLabFeeSched. 

As  a  parallel  to  our  invitation  to 
discuss  these  molecular  pathology  codes 
as  clinical  diagnostic  laboratory  tests  at 
the  CLFS  Annual  Public  Meeting  in  July 

2012,  we  also  propose  payment  amounts 
for  these  codes  under  the  PFS  for  CY 

2013.  The  AMA  RUC  provided  CMS 
with  recommendations  for  physician 
work  RVUs  and  PE  inputs  for  the  79 
CPT  codes  it  believes  include  physician 
work.  At  our  request,  CAP  provided 
CMS  with  direct  PE  input 
recommendations  for  15  of  the 
remaining  22  CPT  codes  to  the  best  of 
their  ability.  We  do  not  have 
recommendations  on  physician  work 
RVUs  or  direct  PE  inputs  for  7  of  101 
codes  which  represent  tests  that  are 
patented,  and  therefore  the  methodology 
used  to  furnish  the  service  is  proprietary 
and  has  been  unavailable  to  the  AMA 
RUC  or  CMS  to  support  developing 
appropriate  direct  PE  inputs.  For  the  79 
CPT  codes,  the  AMA  RUC- 
recommended  physician  work  RVUs 
range  from  0.13  to  2.35,  with  a  median 
work  RVU  of  0.45.  The  AMA  RUC- 
recommended  physician  intra-service 
times  (which,  for  these  codes,  equals  the 
total  times)  range  from  7  minutes  to  80 
minutes,  with  a  median  intra-service 
time  of  18  minutes.  We  would  note  that 
the  physician  work  RVU  for  CPT  code 
83912-26  and  all  but  one  of  the  other 
clinical  diagnostic  laboratory  services 
for  which  CMS  recognizes  payment  for 
clinical  interpretation  is  0.37.  Table  21 
lists  AMA  RUC-recommended 
physician  work  RVUs  and  times  for 
these  services. 

Molecular  pathology  tests  can  be 
furnished  in  laboratories  of  different 
types  and  sizes  (for  example  a  large 
commercial  laboratory  or  a  pathologist’s 
office),  and  tests  may  be  furnished  in 
small  or  large  batches.  The 
methodologies  used  and  resources 
involved  in  furnishing  a  specific  test 
can  vary  from  laboratory  to  laboratory. 
When  developing  direct  PE  input 
recommendations  for  CMS,  CAP  and  the 
AMA  RUC  made  assumptions  about  the 
typical  laboratory  setting  and  batch  size 
to  determine  the  typical  direct  PE  inputs 
for  each  service.  Given  that  many  of 
these  services  are  furnished  by  private 
laboratories,  providing 
recommendations  on  the  typical  inputs 
was  challenging  for  many  services,  and 
not  possible  for  other  services.  The 
AMA  RUC  and  CAP-recommended 
direct  PE  inputs  are  available  on  the 


CMS  Web  site  in  the  files  supporting 
this  CY  2013  PFS  proposed  rule  at 
http  ://www.  cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
PhysicianFeeSched/PFS-Federal- 
ReguIation-Notices.html.  We  appreciate 
all  of  the  effort  CAP  has  made  to 
develop  national  pricing  inputs. 
However,  we  agree  with  its  view  that,  in 
many  cases,  there  is  no  established 
protocol  for  executing  many  of  these 
tests  and  that  the  potential  means  to 
execute  these  tests  can  vary 
considerably. 

In  addition  to  recommendations  on 
physician  work  and  direct  PE  inputs, 
the  AMA  RUC  provided  CMS  with 
recommended  utilization  crosswalks  for 
the  79  molecular  pathology  services  it 
believes  are  typically  furnished  by  a 
physician.  When  there  are  coding 
changes,  the  utilization  crosswalk  tracks 
Medicare  utilization  from  an  existing 
code  to  a  new  code.  The  existing  code 
utilization  figures  are  drawn  from 
Medicare  claims  data.  We  use 
utilization  crosswalk  assumptions  to 
ensure  PFS  BN  and  to  create  PE  RVUs 
through  the  PE  methodology.  Currently, 
payment  for  the  interpretation  and 
report  of  a  molecular  pathology  test 
when  furnished  and  billed  by  a 
physician  is  made  under  the  PFS  using 
CPT  code  83912-26.  Because  CPT 
created  the  new  molecular  pathology 
codes  to  replace  the  current  stacking 
codes,  when  recommending  utilization 
crosswalks,  the  AMA  RUC  started  with 
the  total  utilization  for  CPT  code  83912- 
26,  and  divided  that  utilization  among 
the  79  CPT  codes.  CAP  has  indicated 
that  it  distributed  the  utilization  based, 
in  part,  on  ICD-9  diagnosis  data.  Table 
22  lists  the  AMA  RUC-recommended 
utilization  crosswalks  for  these  services. 

We  are  concerned  that  the  RUC- 
recommended  utilization  is  too  low 
because  it  is  based  on  the  utilization  of 
CPT  code  83912-26  only.  Instead,  we 
believe  that  the  utilization  assumptions 
for  the  technical  component  of  the  101 
new  CPT  codes  shoul(i  be  based  on  the 
utilization  of  the  corresponding  CPT 
codes  currently  billed  on  the  CLFS. 
Several  laboratories  provided  us  with  a 
list  of  the  molecular  pathology  tests  that 
they  perform,  and  identified  the 
stacking  codes  that  are  currently  used  to 
bill  for  each  test  and  the  new  CPT  code 
that  would  be  billed  for  each  test. 
However,  because  the  same  molecular 
pathology  test  may  be  billed  using 
different  stacks,  and  the  same  stack  may 
be  billed  for  different  tests,  it  is  not 
possible  to  determine  which  stacks 
match  which  new  CPT  codes  for  all 
Medicare  claims.  Additionally,  if  a 
beneficiary  has  more  than  one  test  on 
the  same  date  of  service  and  both  stacks 
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are  billed  on  the  same  Medicare  claim, 
it  is  not  possible  to  determine  which 
stacking  codes  on  the  claim  make  up 
each  stack.  Furthermore,  some  tests 
described  by  the  new  CPT  codes  are 
currently  billed  using  general  “not 
otherwise  classified”  (NOC)  pathology 
CPT  codes  that  capture  a  range  of 
services  and  not  just  the  molecular 
pathology  tests  described  by  the  new 
CPT  codes.  Given  these  factors,  it  is 
difficult  to  estimate  the  utilization  of  the 
101  new  molecular  pathology  codes 
based  on  the  Medicare  billing  of  the 
current  stacking  and  NOC  codes. 

If  we  were  to  finalize  payment  for 
molecular  pathology  services  under  the 
PFS,  we  do  not  believe  that  we  could 
propose  national  payment  rates  at  this 
time.  Many  outstanding  questions 
remain  including: 

•  If  these  services  are  furnished  by  a 
physician,  what  are  the  appropriate 


physician  work  RVUs  and  times  relative 
to  other  similar  services? 

*  Where  and  how  are  each  of  these 
services  typically  furnished — for 
example,  what  is  the  typical  laboratory 
setting  and  batch  size? 

•  What  is  the  correct  projected 
utilization  for  each  of  these  services? 

Given  these-major  areas  of 
uncertainty,  if  CMS  determined  that 
new  molecular  pathology  CPT  codes 
should  be  paid  under  the  PFS  for  CY 
2013,  we  are  proposing  to  allow  the 
Medicare  contractors  to  price  these 
codes  because  we  do  not  believe  we 
have  sufficient  information  to  engage  in 
accurate  national  pricing  and  because 
the  price  of  tests  can  vary  locally.  As 
previously  discussed,  this  proposal  is  a 
parallel  to  the  invitation  to  discuss  at 
the  CLFS  Annual  Public  Meeting  the 
appropriate  basis  for  establishing  a 
payment  amount  for  these  molecular 
pathology  tests  as  clinical  diagnostic 


laboratory  tests  under  the  CLFS.  If  we 
decide  to  finalize  payment  for  these  new 
codes  under  the  PFS,  we  would 
consider  modifying  §415.130  as 
appropriate  to  provide  for  payment  to  a 
pathologist  for  molecular  pathology 
services. 

After  reviewing  comments  received 
on  the  proposals  contained  within  this 
CY  2013  PFS  proposed  rule,  and  after 
hearing  the  discussion  at  the  CLFS 
Annual  Public  Meeting,  we  will 
determine  the  appropriate  basis  for 
establishing  payment  amounts  for  the 
new  molecular  pathology  codes.  We 
intend  to  publish  our  final  decision  in 
the  CY  2013  PFS  final  rule  with 
comment  period  and,  at  the  same  time 
that  rule  is  published,  as  stated  in  the 
CLFS  Public  Meeting  Notice,  to  post 
final  payment  determinations,  if  any,  for 
the  molecular  pathology  tests  that  will 
be  paid  under  the  CLFS. 


Table  21— AM  A  RUC-Recommended  Physician  Work  RVUs  and  Times  for  New  Molecular  Pathology  CPT 

Codes 


CPT  Code 


81206 

81207 

81208 
81210 
81220 
81221 
81222 

81223 

81224 

81225 

81226 
81227 

81240 

81241 

81243 

81244 

81245 

81256 

81257 
81261 
81262 

81263 

81264 

81265 

81266 

81267 

81268 
81270 
81275 

81291 

81292 

81293 

81294 

81295 

81296 

81297 

81298 

81299 

81300 

81301 


Bcr/abll  gene  major  bp  . 

Bcr/abll  gene  minor  bp  . 

Bcr/abll  gene  other  bp  . 

Braf  gene  . 

Cftr  gene  com  variants  . 

Cftr  gene  known  fam  variants  . 
Cftr  gene  dup/delet  variants  ... 

Cftr  gene  full  sequence . 

Cftr  gene  intron  poly  t . 

Cyp2c19  gene  com  variants  ... 

Cyp2d6  §ene  com  variants . 

Cyp2c9  gene  com  variants . 

F2  gene  . 

F5  gene  . 

Fmrl  gene  detection . 

Fmrl  gene  characterization  .... 

Flt3  gene':: . 

Hfe  gene  . 

Hba1/hba2  gene  . 

Igh  gene  rearrange  amp  meth 
Igh  gene  rearrang  dir  probe  .... 
Igh  vari  regional  mutation 
Igk  rearrangeabn  clonal  pop  ... 
Str  markers  specimen  anal  .... 
Str  markers  spec  anal  addi  .... 
Chimerism  anal  no  cell  selec  . 
Chimerism  anal  w/cell  select  . 

Jak2  gene  . 

Kras  gene . . 

Mthfr  gene . 

MIhl  gene  full  seq  . 

MIhl  gene  known  variants . 

MIhl  gene  dup/delete  variant 

Msh2  gene  full  seq  . 

Msh2  gene  known  variants  .... 
Msh2  gene  dup/delete  variant 

Msh6  gene  full  seq  . 

Msh6  gene  known  variants  .... 
Msh6  gene  dup/delete  variant 
Microsatellite  instability  . 


Short  descriptor 


•1 

AMA  RUC- 
Recommended 
physician  work 
RVU 

AMA  RUC- 
Recommended 
physician 
intra-service  time 
(minutes) 

0.37 

15 

0.15 

11 

0.46 

18 

0.37 

15 

0.15 

10 

0.40 

20 

0.22 

13 

0.40 

20 

0.15 

10 

0.37 

13 

0.43 

15 

0.38 

14 

0.13 

7 

0.13 

8 

0.37 

15 

0.51 

20 

0.37 

15 

0.13 

7 

0.50 

20 

0.52 

21 

0.61 

20 

0.52 

23 

0.58 

22 

0.40 

17 

0.41 

15 

0.45 

18 

0.51 

20 

0.15 

10 

0.50 

20 

0.15 

10 

1.40 

60 

0.52 

28 

0.80 

30 

1.40 

60 

0.52 

28 

0.80 

30 

0.80 

30 

0.52 

28 

0.65 

30 

0.50 

20 
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Table  21— AM  A  RUC-Recommended  Physician  Work  RVUs  and  Times  for  New  Molecular  Pathology  CPT 

Codes — Continued 


CPT  Code 

Short  descriptor 

AMA  RUC- 
Recommended 
physician  work 
RVU 

AMA  RUC- 
Recommended 
physician 
intra-service  time 
(minutes) 

81302  . 

Mecp2  gene  full  seq  . 

0.65 

30 

81303  . 

Mecp2  gene  known  variant . 

0.52 

28 

81304  . 

Mecp2  gene  dup/delet  variant  . 

0.52 

28 

81310  . 

Npml  gene  . 

0.39 

19 

81315  . 

Pml/'raralpha  com  breakpoints . 

0.37 

15 

81316  . 

Pml/raralpha  1  breakpoint . 

0.22 

12 

81317  . 

Pms2  gene  full  seq  analysis . . 

1.40 

60 

81318  . 

Pms2  known  familial  variants  . 

0.52 

28 

81319  . 

Pms2  gene  dup/delet  variants . 

0.80 

30 

81331  . 

Snrpn/ube3a  gene  . 

0.39 

15 

81332  . 

Serpinal  gene . 

0.40 

15 

81340  . 

Trb@  gene  rearrange  amplify . . . . . 

0.63 

25 

81341  . 

Trb@  gene  rearrange  dirprobe . 

0.45 

19 

81342  . 

Trg  gene  rearrangement  anal . 

0.57 

25 

81350  . 

Ugtial  gene  . 

0.37 

15 

81355  . 

Vkorcl  gene . 

0.38 

15 

81370  . 

Hla  i  &  ii  typing  Ir  . . . . . . 

0.54 

15 

81371  . 

Hla  i  &  ii  type  verify  Ir  . 

0.60 

30 

81372  . 

Hla  i  typing  complete  Ir . 

0.52 

15 

81373  . 

Hla  i  typing  1  locus  Ir . 

0.37 

15 

81374  . 

Hla  i  typing  1  antigen  Ir . . . 

0.34 

13 

81375  . 

Hla  ii  typing  ag  equiv  Ir  . 

0.60 

15 

81376  . 

Hla  ii  typing  1  locus  Ir  . 

0.50 

15 

81377  . 

Hla  ii  t^e  1  ag  equiv  Ir . ; . 

0.43 

15 

81378  . 

Hla  i  &  ii  typing  hr  . ; . . . 

0.45 

20 

81379  . 

Hla  i  typing  complete  hr . . . 

0.45 

15 

81380  . 

Hla  i  typing  1  locus  hr . 

0.45 

15 

81381  . 

Hla  i  typing  1  allele  hr . 

0.45 

12 

81382  . 

Hla  ii  typing  1  loc  hr . 

0.45 

15 

81383  . 

Hla  ii  typing  1  allele  hr . 

0.45 

15 

81400  . 

Mopath  procedure  level  1  . 

0.32 

10 

81401  . 

Mopath  procedure  level  2 . 

0  40 

15 

81402  . 

Mopath  procedure  level  3 . 

0.50 

20 

81403  . 

Mopath  procedure  level  4  . 

0.52 

28 

81404  . 

Mopath  procedure  level  5  . ; . 

0.65 

30 

81405  . 

Mopath  procedure  level  6  . 

0.80 

30 

81406  . 

Mopath  procedure  level  7  . . . 

1.40 

60 

81407  . 

Mopath  procedure  level  8  . 

1  85 

60 

81408  . 

Mopath  procedure  level  9 . . . 

2.35 

80 

Table  22— AMA  RUC-Rec¬ 
ommended  Utilization  Cross¬ 
walks  FOR  New  Molecular  Pa¬ 
thology  CPT  Codes 


Source 

Destination  | 

Analytic  ratio* 

83912  26  i 

81206 

0.116 

83912  26  i 

81207 

0.003 

83912  26  1 

81208 

0.003 

83912  26  j 

81210 

0.020 

83912  26  ! 

81220 

0.017 

83912  26  ' 

81221 

0.003 

83912  26  i 

81222 

0.003 

83912  26  ! 

81223 

0.003 

83912  26  i 

81224 

0.003 

83912  26  i 

81225 

0.006 

83912  26 

81226 

0.006 

83912  26 

81227 

0.011 

83912  26 

81240 

0.073 

83912  26 

81241 

•  0.110 

83912  26 

81243 

0.003 

83912  26 

81244 

0.000 

83912  26 

81245 

0.014 

83912  26 

81256 

0.050 

Table  22— AMA  RUC-Rec¬ 
ommended  Utilization  Cross¬ 
walks  FOR  New  Molecular  Pa¬ 
thology  CPT  Codes— Continued 


Source 

Destination 

Analytic  ratio* 

83912  26 

81257 

0.014 

83912  26 

81261 

0.014 

83912  26 

81262 

0.002 

83912  26 

81263 

0.001 

83912  26 

81264 

0.011 

83912  26 

81265 

0.043 

83912  26 

81266 

0.001 

83912  26 

81267 

0.006 

83912  26 

81268 

0.001 

83912  26 

81270 

0.050 

83912  26 

81275 

0.050 

83912  26 

81291 

0.017 

83912  26 

81292 

0.003 

83912  26 

81293 

0.001 

83912  26 

81294 

0.002 

83912  26 

81295 

0.003 

83912  26 

81296 

.  0.001 

83912  26 

81297 

0.002 

Table  22— AMA  RUC-Rec¬ 
ommended  Utilization  Cross¬ 
walks  FOR  New  Molecular  Pa¬ 
thology  CPT  Codes— Continued 


Source 

Destination 

Analytic  ratio* 

83912  26 

81298 

0.001 

83912  26 

81299 

0.002 

83912  26 

81300 

0.001 

83912  26 

81301 

0.003 

83912  26 

81302 

0.001 

83912  26 

81303 

0.000 

83912  26 

81304 

0.000 

83912  26 

81310 

0.014 

83912  26 

81315 

0.017 

83912  26 

81316 

0.003 

83912  26 

81317 

0.002 

83912  26 

81318 

0.001 

83912  26 

81319 

0.001 

83912  26 

81331 

0.001 

83912  26 

81332 

0.003 

83912  26 

81340 

0.011 

83912  26 

81341 

0.003 

83912  26 

81342 

0.017 
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Table  22— AMA  RUC-Rec- 
OMMENDED  UTILIZATION  CROSS¬ 
WALKS  FOR  New  Molecular  Pa¬ 
thology  CPT  Codes— Continued 


Source 

Destination 

Analytic  ratio* 

83912  26 

81350 

0.002 

83912  26 

81355 

0.011 

,83912  26 

81370 

0.043 

83912  26 

81371 

0.029 

83912  26 

81372 

0.011 

83912  26 

81373 

0.011 

83912  26 

81374 

-  0.029 

83912  26 

81375 

0.006 

83912  26 

81376 

0.006 

83912  26 

81377 

0.006 

83912  26 

81378 

0.006 

83912  26 

81379 

0.003 

83912  26 

81380 

0.003 

83912  26 

81381 

0.003 

83912  26 

81382 

0.003 

83912  26 

81383 

0.003 

83912  26 

81400 

0.007 

83912  26 

81401 

0.007 

83912  26 

81402 

0.007 

83912  26 

81403 

0.007 

83912  26 

81404 

0.007 

83912  26 

81405 

0.007 

83912  26 

81406 

0.003 

83912  26 

81407 

0.003 

83912  26 

81408 

0.003 

*  Percentage  of  source  code  utilization 
transferred  to  the  destination  code 


/.  Payment  for  New  Preventive  Service 
HCPCS  G-Codes 

Under  section  1861  (ddd)  of  the  Act, 
as  amended  by  Section  4105  of  the 
Affordable  Care  Act,  CMS  is  authorized 
to  add  coverage  of  “additional 
preventive  services”  if  certain  statutory 
criteria  are  met  as  determined  through 
the  national  coverage  determination 
(NCD)  process,  including  that  the 
service  meets  all  of  the  following 
criteria:  (1)  They  must  be  reasonable 
and  necessary  for  the  prevention  or 
early  detection  of  illness  or  disability, 

(2)  they  must  be  recommended  with  a 
grade  of  A  or  B  by  the  United  States 
Preventive  Services  Task  Force 
(USPSTF),  and  (3)  they  must  be 
appropriate  for  individuals  entitled  to 
benefits  under  Part  A  or  enrolled  under 
Part  B.  After  reviewing  the  USPSTF 
recommendations  for  the  preventive 
services,  conducting  evidence  reviews, 
and  considering  public  comments  under 
the  NCD  process,  we  determined  that 
the  above  criteria  were  met  for  the 
services  listed  in  Table  23.  Medicare 
now  covers  each  of  the  following 
preventive  services: 

•  Screening  and  Behavioral 
Counseling  Interventions  in  Primary 
Care  to  Reduce  Alcohol  Misuse, 
effective  October  14,  2011; 


•  Screening  for  Depression  in  Adults, 
effective  October  14,  2011; 

•  Screening  for  Sexually  Transmitted 
Infections  (STIs)  and  High  Intensity 
Behavioral  Counseling  (HIBC)  to 
Prevent  STIs,  effective  November  8, 
2011; 

Intensive  Behavioral  Therapy  for 
Cardiovascular  Disease,  effective 
November  8,  2011;  and 

•  Intensive  Behavioral  Therapy  for 
Obesity,  effective  November  29,  2011. 

Table  23  lists  the  HCPCS  G-codes 
created  for  reporting  and  payment  of 
these  services.  The  Medicare  PFS 
payment  rates  for  these  services  are 
discussed  below.  The  NCD  process 
establishing  coverage  of  these 
preventive  services  was  not  complete  at 
the  time  of  publication  of  the  CY  2012 
PFS  final  rule  in  early  November,  so  we 
could  not  indicate  interim  RVUs  for 
these  preventive  services  in  our  final 
rule  addenda.  However,  we  were  able  to 
include  HCPCS  G-codes  and  national 
payment  amounts  for  these  services  in 
the  CY  2012  PFS  national  relative  value 
files,  which  became  available  at  the  end 
of  the  year  and  were  effective  January  1, 
2012.  From  the  effective  date  of  each 
service  to  December  31,  2011,  the 
payment  amount  for  these  codes  was 
established  by  the  Medicare 
Administrative  Contractors. 


Table  23 — New  Preventive  Service  HCPCS  G-Codes 


HCPCS 

Code 

HCPCS  Code  long  descriptor 

;  1 

CMS  National  Coverage  Determination  (NCD) 

CMS  Change 
Request  (CR) 

G0442  .... 

Annual  alcohol  misuse  screening,  15  minutes  r . 

- j 

Screening  and  Behavioral  Counseling  Interventions  in 
Primary  Care  to  Reduce  Alcohol  Misuse  (NCD 
210.8). 

CR7633 

G0443  .... 

Brief  face-to-face  behavioral  counseling  for  alcohol 
misuse,  15  minutes. 

Screening  Behavioral  Counseling  Interventions  in  Pri¬ 
mary  Care  to  Reduce  Alcohol  Misuse  (NCD  210.8). 

CR7633 

G0444  .... 

Annual  Depression  Screening,  1 5  minutes . 

Screening  for  Depression  in  Adults  (NCD  210.9)  . 

CR7637 

G0445  .... 

1 

High-intensity  behavioral  counseling  to  prevent  sexu¬ 
ally  transmitted  infections,  face-to-face,  individual, 
includes:  education,  skills  training,  and  guidance  on 
how  to  change  sexual  behavior;  performed  semi-an¬ 
nually,  30  minutes. 

Screening  for  Sexually  Transmitted  infections  (STIs) 
and  High-Intensity  Behavioral  Counseling  (HIBC)  to 
prevent  STIs  (NCD  210.10). 

CR7610 

G0446  .... 

Annual,  face-to-face  intensive  behavioral  therapy  for 
cardiovascular  disease,  individual,  15  minutes. 

Intensive  Behavioral  Therapy  for  Cardiovascular  Dis¬ 
ease  (NCD  210.11). 

CR7636 

G0447  .... 

Face-to-face  behavioral  counseling  for  obesity,  15 
minutes. 

Intensive  Behavioral  Therapy  for  Obesity  (NCD 
210.12). 

CR7641 

Two  new  HCPCS  codes,  G0442 
(Annual  alcohol  misuse  screening,  15 
minutes),  and  G0443  (Brief  face-to-face 
behavioral  counseling  for  alcohol 
misuse,  15  minutes),  were  created  for 
the  reporting  and  payment  of  screening 
and  behavioral  counseling  interventions 
in  primary  care  to  reduce  alcohol 
misuse. 

We  believe  that  the  screening  service 
described  by  HCPCS  code  G0442 
requires  similar  physician  work  as  CPT 
code  99211  (Level  1  office  or  other 


outpatient  visit,  established  patient),* 
that  may  not  require  the  presence  of  a 
physician.  CPT  code  99211  has  a  work 
RVU  of  0.18  and  we  believe  HCPCS 
code  G0442  should  be  valued  similarly. 
As  such,  we  are  proposing  a  work  RVU 
of  0.18  for  HCPCS  code  G0442  for  CY 
2013.  For  physician  time,  we  are 
proposing  15  minutes,  which  is  the 
amount  of  time  specified  in  the  HCPCS 
code  descriptor.  For  malpractice 
expense,  we  are  proposing  a  malpractice 
expense  crosswalk  to  CPT  code  99211. 


The  proposed  direct  PE  inputs  are 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/ .  We 
request  public  comment  on  these  CY 
2013  proposed  values  for  HCPCS  code 
G0442,  which  are  the  same  as  the 
current  (CY  2012)  values  for  this 
service. 

We  believe  that  the  behavioral 
counseling  service  described  by  HCPCS 
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code  G0443  requires  similar  physician 
work  to  CPT  code  97803  (Medical 
nutrition  therapy;  re-assessment  and 
intervention,  individual,  face-to-face 
with  the  patient,  each  15  minutes)  (work 
RVU  =  0.45)  and  should  be  valued 
similarly.  As  such,  we  are  proposing  a 
work  RVU  of  0.45  for  HCPCS  code 
G0443  for  CY  2013.  For  physician  time, 
we  are  proposing  15  minutes,  which  is 
the  amount  of  time  specified  in  the 
HCPCS  code  descriptor.  For  malpractice 
expense,  we  are  proposing  a  malpractice  ■ 
expense  crosswalk  to  CPT  code  97803. 
The  proposed  direct  PE  inputs  eu’e 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/.  We 
request  public  comment  on  these  CY 
2013  proposed  values  for  HCPCS  code 
G0443,  which  are  the  same  as  the 
current  (CY  2012)  values  for  this 
service. 

HCPCS  code  G0444  (Annual 
Depression  Screening,  15  minutes)  was 
created  for  the  reporting  and  payment  of 
screening  for  depression  in  adults. 

We  believe  that  the  screening  service 
described  by  HCPCS  code  G0444 
requires  similar  physician  work  as  CPT 
code  99211  (work  RVU  =  0.18)  and 
should  be  valued  similarly.  As  such,  we 
are  proposing  a  work  RVU  of  0.18  for 
HCPCS  code  G0444  for  CY  2013.  For 
physician  time,  we  are  proposing  15 
minutes,  which  is  the  amount  of  time 
specified  in  the  HCPCS  code  descriptor. 
For  malpractice  expense,  we  are 
proposing  a  malpractice  expense 
crosswalk  to  CPT  code  99211.  The 
proposed  direct  PE  inputs  are  reflected 
in  the  CY  2013  proposed  direct  PE  input 
database,  available  on  the  CMS  Web  site 
under  the  downloads  for  the  CY  2013 
PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/.  We 
request  public  comment  on  these  CY 
2013  proposed  values  for  HCPCS  code 
G0444,  which  are  the  same  as  the 
current  (CY  2012)  values  for  this 
service. 

HCPCS  code  G0445  (high-intensity 
behavioral  counseling  to  prevent 
sexually  transmitted  infections,  face-to- 
face,  individual,  includes;  education, 
skills  training,  and  guidance  on  how  to 
change  sexual  behavior,  performed 
semi-annually,  30  minutes)  was  created 
for  the  reporting  and  payment  of  HIBC 
to  prevent  STIs. 

We  believe  that  the  behavioral 
counseling  service  described  by  HCPCS 
code  G0445  requires  similar  physician 
work  to  CPT  code  97803  (work  RVU  = 
0.45)  and  should  be  valued  similarly.  As 
such,  we  are  proposing  a  work  RVU  of 
0.45  for  HCPCS  code  G0445  for  CY 


2013.  For  physician  time,  we  are 
proposing  30  minutes,  which  is  the 
amount  of  time  specified  in  the  HCPCS 
code  descriptor.  For  malpractice 
expense,  we  are  proposing  a  malpractice 
expense  crosswalk  to  CPT  code  97803. 
The  proposed  direct  PE  inputs  are 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/.  We 
request  public  comment  on  these  CY 
2013  proposed  values  for  HCPCS  code 
G0445,  which  are  the  same  as  the 
current  (CY  2012)  values  for  this 
service. 

HCPCS  code  G0446  (Annual,  face-to- 
face  intensive  behavioral  therapy  for 
cardiovascular  disease,  individual,  15 
minutes)  was  created  for  the  reporting 
and  payment  of  intensive  behavioral 
therapy  for  cardiovascular  disease. 

We  believe  that  the  behavioral 
therapy  service  described  by  HCPCS 
code  G0446  requires  similar  physician 
work  to  CPT  code  97803  (work  RVU  = 
0.45)  and  should  be  valued  similarly.  As 
such,  we  are  proposing  a  work  RVU  of 
0.45  for  HCPCS  code  G0446  for  CY 
2013.  For  physician  time,  we  are 
proposing  15  minutes,  which  is  the 
amount  of  time  specified  in  the  HCPCS 
code  descriptor.  For  malpractice 
expense,  we  are  proposing  a  malpractice 
expense  crosswalk  to  CPT  code  97803. 
The  proposed  direct  PE  inputs  are 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 
CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/ .  We 
request  public  comment  on  these  CY 
2013  proposed  values  for  HCPCS  code 
G0446,  which  are  the  same  as  the 
current  (CY  2012)  values  for  this 
service. 

HCPCS  G0447  (Face-to-face 
behavioral  counseling  for  obesity,  15 
minutes)  was  created  for  the  reporting 
and  payment  of  intensive  behavioral 
therapy  for  obesity. 

We  believe  that  the  behavioral 
counseling  service  described  by  HCPCS 
code  G0447  requires  similar  physician 
work  to  CPT  code  97803  (work  RVU  = 
0.45)  and  should  be  valued  similarly.  As 
such,  we  are  proposing  a  work  RVU  of 
0.45  for  HCPCS  code  G0447  for  CY 
2013.  For  physician  time,  we  are 
proposing  15  minutes,  which  is  the 
amount  of  time  specified  in  the  HCPCS 
code  descriptor.  For  malpractice 
expense,  we  are  proposing  a  malpractice 
expense  crosswalk  to  CPT  code  97803. 
The  proposed  direct  PE  inputs  are 
reflected  in  the  CY  2013  proposed  direct 
PE  input  database,  available  on  the  CMS 
Web  site  under  the  downloads  for  the 


CY  2013  PFS  proposed  rule  at  http:// 
www.cms.gov/PhysicianFeeSched/.  We 
request  public  comment  on  these  CY 
2013  proposed  values  for  HCPCS  code 
G0447,  which  are  the  same  as  the 
current  (CY  2012)  values  for  this 
service. 

K.  Certified  Registered  Nurse 
Anesthetists  and  Chronic  Pain 
Management  Services 

The  benefit  category  for  services 
furnished  by  a  certified  registered  nurse 
anesthetist  (CRNA)  was  added  to 
Medicare  by  section  9320  of  the 
Omnibus  Budget  Reconciliation  Act 
(OBRA)  1986.  Since  this  benefit  was 
implemented  on  January  1, 1989, 

CRNAs  have  been  eligible  to  bill 
Medicare  directly  for  the  specified 
services.  Section  1861(bb)(2)  of  the  Act 
defines  a  CRNA  as  “a  certified 
registered  nurse  anesthetist  licensed  by 
the  State  who  meets  such  education, 

'  training,  and  other  requirements  relating 
to  anesthesia  services  and  related  care 
as  the  Secretary  may  prescribe.  In 
prescribing  such  requirements  the 
Secretary  may  use  the  same 
requirements  as  those  established  by  a 
national  organization  for  the 
certification  of  nurse  anesthetists.” 

Section  410.69(b)  defines  a  CRNA  as 
a  registered  nurse  who;  (1)  Is  licensed  as 
a  registered  professional  nurse  by  the 
State  in  which  the  nurse  practices;  (2) 
meets  any  licensure  requirements  the 
State  imposes  with  respect  to 
nonphysician  anesthetists;  (3)  has 
graduated  fipm  a  nurse  anesthesia 
educational  program  that  meets  the 
standards  of  the  Council  on 
Accreditation  of  Nurse  Anesthesia 
Programs,  or  such  other  accreditation 
organization  as  may  be  designated  by 
the  Secretary;  and  (4)  meets  one  of  the 
following  criteria;  (i)  Has  passed  a 
certification  examination  of  the  Council 
on  Certification  of  Nurse  Anesthetists, 
the  Council  on  Recertification  of  Nurse 
Anesthetists,  or  any  other  certification 
organization  that  may  be  designated  by 
the  Secretary;  or  (ii)  is  a  graduate  of  a 
program  described  in  paragraph  (3)  of 
this  definition  and  within  24  months 
after  that  graduation  meets  the 
requirements  of  paragraph  (4)(i)  of  this 
definition. 

Section  1861(bb)(l)  of  the  Act  defines 
services  of  a  CRNA  as  “anesthesia 
services  and  related  care  furnished  by  a 
certified  registered  nurse  anesthetist  (as 
defined  in  paragraph  (2))  which  the 
nurse  anesthetist  is  legally  authorized  to 
perform  as  such  by  the  State  in  which 
the  services  are  furnished”.  CRNAs  are 
paid  at  the  same  rate  as  physicians  for 
furnishing  such  services  to  Medicare 
beneficiaries.  Payment  for  services 
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furnished  by  CRNAs  only  differs  from 
physicians  in  that  payment  to  CRNAs  is 
made  only  on  an  assignment-related 
basis  (§414.60)  and  supervision 
requirements  apply  in  certain 
circumstances. 

At  the  time  that  the  Medicare  benefit 
for  CRNA  services  was  established, 
CRNA  practice  largely  occurred  in  the 
surgical  setting  and  services  other  than 
anesthesia  (medical  and  surgical)  were 
furnished  in  the  immediate  pre-  and 
post-surgery  timeframe.  The  scope  of 
“anesthesia  services  and  related  care”  as 
delineated  in  section  1861(bb)(l)  of  the 
Act  reflected  that  practice  standard.  As 
CRNAs  have  moved  into  other  practice 
settings,  questions  have  arisen  regarding 
what  services  are  encompassed  under 
the  “related  care”  aspect  of  the  benefit 
category.  Specifically,  some  CRNAs  now 
offer  chronic  pain  management  services 
that  are  separate  and  distinct  from  a 
surgical  procedure.  Changes  in  CRNA 
practice  have  prompted  questions  as  to 
whether  these  services  fall  within  the 
scope  of  section  1861(bb)(l)  of  the  Act. 
Medicare  Administrative  Contractors 
(MACs)  have  reached  different 
conclusions  as  to  whether  the  statutory 
description  of  “anesthesia  services  and 
related  care”  encompasses  the  chronic 
pain  management  services  delivered  by 
CRNAs.  As  a  result,  we  have  been  asked 
to  address  whether  or  not  chronic  pain 
management  is  included  within  the 
scope  of  the  statutory  benefit  for  CRNA 
services. 

To  determine  whether  chronic  pain 
management  is  included  in  the  statutory 
benefit  for  CRNA  services,  we  reviewed 
our  current  regulations  and 
subregulatory  guidance.  We  found  that 
the  existing  guidance  does  not 
specifically  address  chronic  pain 
management.  In  the  Internet  Only 
Manual  (Pub  100-04,  Ch  12,  Sec 
140.4.3),  we  discuss  the  medical  or 
surgical  services  that  fall  under  the 
“related  care”  language  stating,  “These 
may  include  the  insertion  of  Swan  Ganz 
catheters,  central  venous  pressure  lines, 
pain  management,  emergency 
intubation,  and  the  pre-anesthetic 
examination  and  evaluation  of  a  patient 
who  does  not  undergo  surgery.”  Some 
have  interpreted  the  reference  to  “pain 
management”  in  this  language  as 
authorizing  direct  payment  to  CRNAs 
for  chronic  pain  management  services, 
while  others  have  taken  the  view  that 
the  services  highlighted  in  the  manual 
language  are  services  furnished  in  the 
perioperative  setting  and  refer  only  to 
acute  pain  management  associated  with 
the  surgical  procedure. 

Since  existing  guidance  was  not 
determinative,  we  assessed  the  issue  of 
CRNA  practice  of  chronic  pain 


management  more  broadly.  We  foimd 
that  chronic  pain  management  is  an 
emerging  field.  The  Institute  of 
Medicine  (lOM)  issued  a  report  entitled 
“Relieving  Pain  in  America:  A  Blueprint 
for  Transforming  Prevention,  Care, 
Education  and  Research”  on  June  29, 
2011,  discussing  the  importance  of  pain 
management  and  focusing  on  the  many 
challenges  in  delivering  effective 
chronic  pain  management.  The  available 
interventions  to  treat  chronic  pain  have 
been  expanding.  In  addition  to  the  use 
of  medications  and  a  variety  of 
diagnostic  tests,  techniques  include 
nevural  blocks,  neuromodulatory 
techniques,  and  implanted  pain 
management  devices.  The  healthcare 
community  continues  to  examine  the 
appropriateness  and  effectiveness  of 
these  many  and  varied  treatment 
techniques  and  modalities.  As  part  of 
this  evolution.  Medicare  established  a 
physician  specialty  code  for 
interventional  pain  management  in 
2003. 

The  healthcare  community  continues 
to  debate  whether  CRNAs  are  qualified 
to  provide  chronic  pain  management. 
Some  have  stated  that  interventional 
pain  management  for  beneficiaries  with 
chronic  pain  is  the  practice  of  medicine, 
that  CRNAs  do  not  receive  the  sufficient 
education  on  chronic  pain  management, 
and  that  CRNAs  do  not  have  the  skills 
required  to  furnish  chronic  pain 
management  services.  Others  have 
stated  that  both  acute  and  chronic  pain 
management  and  treatment  are  within 
the  CRNA  professional  scope  and  are 
comparable  services,  and  that  CRNAs 
receive  the  clinical  training  and 
experience  necessary  to  furnish  both 
acute  and  chronic  pain  management 
services.  Recently,  several  State 
legislatures  have  debated  the  scope  of 
CRNA  practice,  including  those  in  the 
States  of  California,  Colorado,  Missouri, 
South  Carolina,  Nevada,  and  Virginia. 

In  the  context  of  Medicare,  some  have 
pointed  to  Medicare  policies  allowing 
other  advanced  practice  nurses  such  as 
nurse  practitioners  or  clinical  nurse 
specialists  to  furnish  and  bill  for 
physicians’  services  as  support  for 
recognizing  a  broader  interpretation  of 
the  scope  of  CRNA  practice.  We  would 
note  that  the  statutory  benefit  category' 
definition  for  CRNAs  substantively 
differs  from  that  for  other  advanced 
practice  nurses.  Section  1861(s)(2)(K)  of 
the  Act  authorizes  certain  nonphysician 
practitioners  (NPPs)  to  bill  Medicare 
directly  for  services  they  are  legally 
authorized  to  perform  under  State  law, 
and  “which  would  be  physicians’ 
services  if  furnished  by  a  physician.” 
With  certain  conditions  (such  as 
physician  supervision  or  collaboration). 


the  statute  allows  these  NPPs  to  bill 
Medicare  for  physicians’  services  that 
fall  within  their  State  scope  of  practice. 

Since  State  governments  regulate  the 
licensure  and  practice  of  specific  types 
of  health  care  professionals,  we  have- 
looked  to  the  State  scope  of  practice 
laws  to  determine  if  chronic  pain 
management  was  within  the  scope  of 
practice  for  CRNAs.  State  scope  of 
practice  laws  vary  with  regard  to  the 
range  of  services  that  CRNAs  may 
perform,  and  some  include  chronic  pain  ■ 
management.  As  discussed  earlier, 
several  States  are  debating  whether  to 
include  chronic  pain  management 
services  within  the  CRNA  scope  of 
practice. 

After  assessing  the  information 
available  to  us,  we  have  concluded  that 
chronic  pain  management  is  an  evolving 
field,  and  we  recognize  that  certain 
States  have  determined  that  the  scope  of 
practice  for  a  CRNA  should  include 
chronic  pain  management  in  order  to 
meet  health  care  needs  of  their  residents 
and  ensure  their  health  and  safety. 
Therefore,  we  propose  to  revise  our 
regulations  at  §  410.69(b)  to  define  the 
statutory  description  of  CRNA  services. 
Specifically,  we  propose  to  add  the 
following  language:  “Anesthesia  and 
related  care  includes  medical  and 
surgical  services  that  are  related  to 
anesthesia  and  that  a  CRNA  is  legally 
authorized  to  perform  by  the  State  in 
which  the  services  are  furnished.”  This 
proposed  definition  would  set  a 
Medicare  standard  for  the  services  that 
can  be  furnished  and  billed  by  CRNAs 
while  allowing  appropriate  flexibility  to 
meet  the  unique  needs  of  each  State. 

The  proposal  also  dovetails  with  the 
language  in  section  1861(bb)(l)  of  the 
Act  requiring  the  State’s  legal 
authorization  to  perform  CRNA  services 
as  a  key  component  of  the  CRNA  benefit 
category.  Finally,  the  proposed 
definition  is  also  consistent  with  our 
policy  to  recognize  State  scope  of 
practice  as  one  parameter  defining  the 
services  that  can  be  furnished  and  billed 
by  other  NPPs. 

Simply  because  the  State  allows  a 
certain  type  of  health  care  professional 
to  furnish  certain  services  does  not 
mean  that  all  members  of  that 
profession  are  adequately  trained  to 
provide  the  service.  In  the  case  of 
chronic  pain  management,  the  lOM 
report  specifically  noted  that  many 
practitioners  lack  the  skills  needed  to 
help  patients  with  the  day-to-day  self¬ 
management  that  is  required  to  properly 
serve  individuals  with  chronic  pain.  As 
with  all  practitioners  who  furnish 
services  to  Medicare  beneficiaries, 
CRNAs  practicing  in  States  that  allow 
them  to  furnish  chronic  pain 
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management  services  are  responsible  for  ' 
obtaining  the  necessary  training  for  any 
and  all  services  furnished  to  Medicare 
beneficiaries. 

L.  Ordering  of  Portable  X-Ray  Services 

Portable  x-ray  suppliers  provide 
diagnostic  imaging  services  at  a 
patient’s  location.  These  services  are 
most  often  furnished  in  residences, 
including  private  homes  and  group 
living  facilities  (for  example,  musing 
■  homes)  rather  than  in  a  traditional 
clinical  setting  (for  exeunple,  a  doctor’s 
office  or  hospital).  The  supplier 
transports  mobile  diagnostic  imaging  . 
equipment  to  the  patient’s  location,  sets 
up  the  equipment,  and  administers  the 
test  onsite.  The  supplier  may  interpret 
the  results  itself  or  it  may  provide  the 
results  to  an  outside  physician  for 
interpretation.  Portable  x-ray  services 
may  avoid  the  need  for  expensive 
ambulance  transport  of  frail  patients  to 
a  radiology  facility  or  hospital. 

In  the  Medicare  Conditions  for 
Coverage  regulations  established  in 
1969,  §  486.106(a),  requires  that 
“portable  x-ray  exeuninations  are 
performed  only  on  the  order  of  a  doctor 
of  medicine  (MD)  or  doctor  of 
osteopathy  (DO)  licensed  to  practice  in 
the  State  *  *  *’’ With  the  exception  of 
portable  x-ray  services.  Medicare 
payment  regulations  at  §410.32  allow 
physicians,  including  limited-license 
practitioners  such  as  doctors  of  podiatry 
and  optometry,  and  most  nonphysician 
practitioners  who  furnish  physicians’ 
services  to  order  diagnostic  x-ray  tests, 
diagnostic  laboratory  tests,  and  other 
diagnostic  tests  so  long  as  those 
nonphysician  practitioners  are  operating 
within  the  scope  of  their  authority 
under  State  law  and  within  the  scope  of 
their  Medicare  statutory  benefit. 

Nonphysician  practitioners  have 
become  an  increasingly  important 
component  of  clinical  care,  and  we 
believe  that  delivery  systems  should 
take  full  advantage  of  all  members  of  a 
healthcare  team,  including 
nonphysician  practitioners. 

Although  current  Medicare 
regulations  limit  ordering  of  portable  x- 
ray  services  to  a  MD  or  a  DO,  the  Office 
of  the  Inspector  General  (OIG)  in  its 
December  2011  report  entitled 
"Questionable  Billing  Patterns  of 
Portable  X-Ray  Suppliers”  (OEI-12-10- 
00190)  found  that  Medicare  was  paying 
for  portable  x-ray  services  ordered  by 
physicians  other  than  MDs  and  DOs, 
including  podiatrists  and  chiropractors, 
and  by  nonphysician  practitioners.  We 
issued  a  special  education  article  on 
January  20,  2012,  through  the  Medicare 
Learning  Network  (MLN)  "Important 
Reminder  for  Providers  and  Suppliers 


Who  Provide  Services  and  Items 
Ordered  or  Referred  by  Other  Providers 
and  Suppliers,”  reiterating  our  current 
policy  that  portable  x-ray  services  can 
only  be  ordered  by  a  MD  or  DO.  The 
article  is  available  at  http:// 
www.cms.gov/MLNMattersArticles/ 
download s/SE  1201  .pdf  on  the  CMS  Web 
site.  Since  the  publication  of  the  above 
mentioned  article,  several  stakeholders 
have  told  us  that  members  of  the 
healthcare  community  fail  to 
distinguish  ordering  for  portable  x-ray 
services  from  ordering  for  other 
diagnostic  services  where  our  general 
policy  is  to  allow  nonphysician 
practitioners  and  physicians  other  than 
MDs  and  DOs  to  order  diagnostic  tests 
within  the  scope  of  their  authority  » 
under  State  law  and  their  Medicare 
statutory  benefit.  They  report  finding 
the  different  requirements  confusing. 

We  propose  to  revise  our  current 
regulations,  which  limit  ordering  of 
portable  x-ray  services  to  only  a  MD  or 
DO,  to  allow  other  physicians  and 
nonphysician  practitioners  acting 
within  the  scope  of  their  Medicare 
benefit  and  State  law  to  order  portable 
x-ray  services.  Specifically,  we  propose 
revisions  to  the  Conditions  for  Coverage 
at  §  486.106(a)  and  §  486.106(b)  to 
permit  portable  x-ray  services  to  be 
ordered  by  a  physician  or  nonphysician 
practitioner  in  accordance  with  the 
ordering  policies  for  other  diagnostic 
services  under  §  410.32(a). 

This  proposed  change  would  allow  a 
MD  or  DO,  as  well  as  an  nurse 
practitioner,  clinical  nurse  specialist, 
physician  assistant,  certified  nurse-, 
midwife,  doctor  of  optometry,  doctor  of 
dental  surgery  and  doctor  of  dental 
medicine,  doctor  of  podiatric  medicine, 
clinical  psychologist,  and  clinical  social 
worker  to  order  portable  x-ray  services 
within  their  State  scope  of  practice  and 
the  scope  of  their  Medicare  benefit. 
Although  all  of  these  physicians  and 
nonphysician  practitioners  are 
authorized  to  order  diagnostic  services 
in  accordance  with  §  410.32(a),  their 
Medicare  benefit  delimits  the  services 
that  they  can  provide. 

We  also  propose  to  revise  the 
language  included  in  §  410.32(c)  to 
recognize  the  same  authority  for 
physicians  and  nonphysician 
practitioners  to  order  diagnostic  tests  as 
is  prescribed  for  other  diagnostic 
services  in  §  410.32(a).  Finally,  we  are 
proposing  two  technical  corrections. 
One  is  to  §  410.32(d)(2),  where  we 
currently  cite  to  subsection  (a)(3)  for  the 
definitioirof  qualified  nonphysician 
practitioner.  The  definition  of  qualified 
nonphysician  practitioner  is  in 
paragraph  (a)(2)  and  paragraph  (a)(3) 
does  not  exist;  therefore,  we  are 


changing  the  citation  to  the  correct 
citation.  The  second  technical 
correction  is  §410.32(b)(2)(iii)  to  better 
reflect  statutory  authority  to  provide 
neuropsychological  testing  in  addition 
to  psychological  testing. 

Although  we  believe  that  this 
proposal  is  appropriate  given  overall 
changes  in  practice  patterns  since  the 
beginning  of  the  Medicare  program,  we 
remain  concerned  about  the  OIG’s 
recent  findings.  The  OIG  observed 
questionable  billing  patterns  for 
portable  x-ray  services  in  addition  to 
ordering  by  nonphysician  practitioners. 
Of  specific  note  was  the  observation  that 
some  portable  x-ray  suppliers  are 
delivering  services  on  the  same  day  that 
the  patient  also  receives  services  in  a 
clinical  setting,  such  as  the  physician 
office  or  hospital.  Under  our  current 
regulation  at  §  486.106(a)(2),  the  order 
for  portable  x-ray  services  must  include 
a  statement  concerning  the  condition  of 
the  patient  which  indicates  why 
portable  x-ray  services  are  necessary.  If 
the  patient  was  able,  on  the  same  day 
that  a  portable  x-ray  service  was 
furnished,  to  travel  safely  to  a  clinical 
setting,  the  statemejit  of  need  for 
portable  x-ray  services  could  be 
questionable.  We  also  are  concerned 
that  the  OIG  observed  some  portable  x- 
ray  suppliers  billing  for  multiple  trips  to 
a  facility.  Medicare  makes  a  single 
payment  for  each  trip  the  portable  x-ray 
supplier  makes  to  a  particular  location. 
We  make  available  multiple  modifiers  to 
allow  the  portable  x-ray  supplier  to 
indicate  the  number  of  patients  served 
on  a  single  trip  to  a  facility.  We  expect 
portable  x-ray  suppliers  to  use  those 
modifiers  and  not  to  bill  multiple  trips 
to  the  same  facility  when  only  one  trip 
was  made.  Additionally,  we  strongly 
encourage  portable  x-ray  suppliers  to 
make  efficient  use  of  resources  and 
consolidate  trips  rather  than  making 
multiple  trips  on  the  same  day  as 
clinically  appropriate. 

In  conjunction  with  our  proposal  to 
expand  the  scope  of  physicians  and 
nonphysician  practitioners  who  can 
order  portable  x-ray  services,  we  intend 
to  develop,  as  needed,  monitoring 
standards  predicated  by  these  and  other 
OIG  findings.  In  addition,  we  will  be 
conducting  data  analysis  of  ordering 
patterns  for  portable  x-ray  and  other 
diagnostic  services  to  determine  if 
additional  claims  edits,  provider  audits, 
or  fraud  investigations  are  required  to 
prevent  abuse  of  this  service  and  to 
allow  for  the  collection  of  any  potential 
overpayments.  We  encourage  providers, 
as  with  any  diagnostic  test,  to 
proactively  determine  and  document 
the  medical  necessity  for  this  testing. 
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We  are  also  considering  whether  to 
make  other  revisions  to  the  current 
regulations  at  42  CFR,  Part  486,  Subpart 
C — Conditions  for  Coverage:  Portable  X- 
Ray  Services  through  future  rulemaking, 
as  we  are  aware  stakeholders  have 
suggested  regulatory  changes  to 
consider  since  the  last  update  of  this 
regulation.  The  last  time  this  regulation 
was  updated  was  in  2008,  but  many  of 
the  sections  in  Part  486,  Subpart  C  have 
not  been  updated  since  1995.  Since  we 
are  proposing  to  update  part  of  Part  486, 
Subpart  C  in  this  proposed  rule,  we  are 
using  this  opportunity  to  seek  public 
comment  on  suggestions  for  updating  in 
the  future  the  rest  of  the  regulations  at 
Part  486,  Subpart  C.  We  are  open  to  all 
suggestions  for  updates;  therefore  we 
did  not  pose  specific  questions  for 
response  by  the  public. 

We  are  specifically  seeking  public 
comment  on  suggestions  for  updating 
Subpart  C — Conditions  for  Coverage: 
Portable  X-Ray  Services;  noting  that  any 
regulatory  changes  would  be  addressed 
through  separate  notice-and-comment 
rulemaking. 

III.  Other  Provisions  of  the  Proposed 
Regulation 

A.  Ambulance  Fee  Schedule 

1.  Amendment  to  Section  1834(1)(13)  of 
the  Act 

Section  146(a)  of  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008  (Pub.  L.  110—275) 
(MIPPA)  amended  section 
1834(1)(13)(A)  of  the  Act  to  specify  that, 
effective  for  ground  ambulance  services 
furnished  on  or  after  July  1,  2008  and 
before  January  1,  2010,  the  ambulance 
fee  schedule  amounts  for  ground 
ambulance  services  shall  be  increased  as 
follows: 

•  For  covered  ground  ambulance 
transports  that  originate  in  a  rural  area 
or  in  a  rural  census  tract  of  a 
metropolitan  statistical  area,  the  fee 
schedule  amounts  shall  be  increased  by 
3  percent. 

•  For  covered  ground  ambulance 
transports  that  do  not  originate  in  a 
rural  area  or  in  a  rural  census  tract  of 
a  metropolitan  statistical  area,  the  fee 
schedule  amounts  shall  be  increased  by 
2  percent. 

Sections  3105(a)  and  10311(a)  of  the 
Affordable  Care  Act  further  amended 
section  1834(1)(13)(A)  of  the  Act  to 
extend  the  payment  add-ons  described 
above  for  an  additional  year,  such  that 
these  add-ons  also  applied  to  covered 
ground  ambulance  transports  furnished 
on  or  after  January  1,  2010  and  before 
January  1,  2011.  In  the  CY  2011  PFS 
finalrule  (75  FR  73385  and  73386, 
73625),  we  revised  §414.610(c)(l)(ii)  to 


conform  the  regulations  to  this  statutory 
requirement. 

Section  106(a)  of  the  MMEA  again 
amended  section  1834(1)(13)(A)  of  the 
Act  to  extend  the  payment  add-ons 
described  above  for  an  additional  year, 
such  that  these  add-ons  also  applied  to 
covered  ground  ambulance  transports 
furnished  on  or  after  January  1,  2011 
and  before  January  1,  2012.  In  the  CY 
2012  End-Stage  Renal  Disease 
Prospective  Payment  System  (ESRT) 

PPS)  final  rule  (76  FR  70228,  70284 
through  70285,  70315),  we  revised 
§414.610(c)(l)(ii)  to  conform  the 
regulations  to  this  statutory 
requirement.  However,  in  doing  so, 
paragraphs  (c)(l)(ii)(A)  and  (B)  were 
inadvertently  deleted  ft-om  the  Code  of 
Federal  Regulations.  Therefore,  we 
propose  to  reinstate  paragraphs 
(c)(l)(ii)(A)  and  (B),  as  further  revised 
below  to  conform  to  subsequent 
legislation. 

Subsequently,  section  306  (a)  of  the 
Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  (Pub.  L.  112- 
78)  (TPTCCA)  amended  section 
1834(1)(13)(A)  of  the  Act  to  extend  the 
payment  add-ons  described  above 
through  February  29,  2012;  and  section 
3007(a)  of  the  Middle  Class  Tax  Relief 
and  Job  Creation  Act  of  2012  (Pub.  L. 
112-96)  (MCTRJCA)  further  amended 
section  1834(1)(13)(A)  to  extend  these 
payment  add-ons  through  December  31, 
2012.  Thus,  these  payment  add-ons  also 
apply  to  covered  ground  ambulance 
transports  furnished  on  or  after  January 

1,  2012  and  before  January  1,  2013. 
Accordingly,  we  are  proposing  to  revise 
§414.610(c)(l)(ii)  to  conform  the 
regulations  to  these  statutory 
requirements.  These  statutory 
requirements  are  self-implementing.  A 
plain  reading  of  the  statute  requires  only 
a  ministerial  application  of  the 
mandated  rate  increase,  and  does  not 
require  any  substantive  exercise  of 
discretion  on  the  part  of  the  Secretary. 

2.  Amendment  to  Section  146(b)(1)  of 
MIPPA 

Section  146(b)(1)  of  the  MIPPA 
amended  the  designation  of  rural  areas 
for  payment  of  air  ambulance  services. 
This  section  originally  specified  that 
any  area  that  was  designated  as  a  rural 
area  for  purposes  of  making  payments 
under  the  ambulance  fee  schedule  for 
air  ambulance  services  furnished  on 
December  31,  2006,  must  continue  to  be 
treated  as  a  rural  area  for  purposes  of 
making  payments  upder  the  ambulance 
fee  schedule  for  air  ambulance  services 
furnished  during  the  period  July  1,  2008 
through  December  31,  2009. 

Sections  3105(b)  and  10311(b)  of  the 
Affordable  Care  Act  amended  section 


146(b)(1)  of  MIPPA  to  extend  this 
provision  for  an  additional  year, 
through  December  31,  2010.  In  the  CY 
2011  PFS  final  rule  (75  FR  73385 
through  86,  73625  through  26),  we 
revised  §  414.610(h)  to  conform  the 
regulations  to  this  statutory 
requirement. 

Section  106(b)  of  the  MMEA  amended 
section  146(b)(1)  of  MIPPA  to  extend 
this  provision  again  through  December 
31,  2011.  In  the  CY  2012  ESRD  PPS  final 
rule  (76  FR  70284  through  70285, 

70315),  we  revised  §  414.610(h)  to 
conform  the  regulations  to  this  statutory 
requirement. 

Subsequently,  section  306  (b)  of  the 
TPTCCA  amended  section  146(b)(1)  of 
MIPPA  to  extend  this  provision  through 
February  29,  2012;  and  section  3007(b) 
of  the  MCTRJCA  further  amended 
section  146(b)(1)  of  MIPPA  to  extend 
this  provision  through  December  31, 
2012.  Therefore,  we  are  proposing  to 
revise  §  414.610(h)  to  conform  the 
regulations  to  these  statutory 
requirements.  These  statutory 
requirements  are  self-implementing.  A 
plain  reading  of  the  statute  requires  only 
a  ministerial  application  of  a  rural 
indicator,  and  does  not  require  any 
substantive  exercise  of  discretion  on  the 
part  of  the  Secretary.  Accordingly,  for 
areas  that  were  designated  as  rural  on 
December  31,  2006,  and  were 
subsequently  re-designated  as  urban,  we 
have  re-established  the  “rural”  indicator 
on  the  ZIP  Code  file  for  air  ambulance 
services  through  December  31,  2012. 

3.  Amendment  to  Section  1834(1)(12)  of 
the  Act 

Section  414  of  the  Medicare 
Prescription  Drug,  Improvement  and 
Modernization  Act  of  2003  (MMA) 
added  paragraph  (12)  to  section  1834(1) 
of  the  Act,  which  specified  that  in  the 
case  of  ground  ambulance  services 
furnished  on  or  after  July  1,  2004,  and 
before  January  1,  2010,  for  which 
transportation  originates  in  a  qualified 
rural  area  (as  described  in  the  statute), 
the  Secretary  shall  provide  for  a  percent 
increase  in  the  base  rate  of  the  fee 
schedule  for  such  transports.  The  statute 
requires  this  percent  increase  to  be 
based  on  the  Secretary’s  estimate  of  the 
average  cost  per  trip  for  such  services 
(not  taking  into  account  mileage)  in  the 
lowest  quartile  of  all  rural  county 
populations  as  compared  to  the  average 
cost  per  trip  for  such  services  (not 
taking  into  account  mileage)  in  the 
highest  quartile  of  rural  county 
populations.  Using  the  methodology 
specified  in  the  July  1,  2004  interim 
final  rule  (69  FR  40288),  we  determined 
that  this  percent  increase  was  equal  to 
22.6  percent.  As  required  by  the  MMA, 
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this  payment  increase  was  applied  to 
groimd  ambulance  transports  that 
originated  in  a  “qualified  rural  area”; 
that  is,  to  transports  that  originated  in 
a  rural  area  included  in  those  areas 
comprising  the  lowest  25th  percentile  of 
all  rural  populations  arrayed  by 
population  density.  For  this  purpose, 
nual  areas  included  Goldsmith  areas  (a 
type  of  rural  census  tract). 

Sections  3105(c)  and  10311(c)  of  the 
Affordable  Care  Act  amended  section 
1834(1)(12)(A)  of  the  Act  to  extend  this 
rural  bonus  for  an  additional  year 
through  December  31,  2010.  In  the  CY 

2011  PFS  final  rule  (75  FR  73385 
through  73386  and  73625),  we  revised 
§414.610(c)(5)(ii)  to  conform  the 
regulations  to  this  statutory 
requirement. 

Section  106(c)  of  the  MMEA  again 
amended  section  1834(1)(12)(A)  of  the 
Act  to  extend  the  rural  bonus  described 
above  for  an  additional  year,  through 
December  31,  2011.  Therefore,  in  the  CY 

2012  ESRD  PPS  final  rule  (76  FR  70284 
through  70285,  70315),  we  revised 

§  414.610(c)(5)(ii)  to  conform  the 
regulations  to  this  statutory 
requirement. 

Subsequently,  section  306  (c)  of  the 
TPTCCA  amended  section 
1834(1)(12)(A)  of  the  Act  to  extend  this 
niral  bonus  through  February  29,  2012; 
and  section  3007(c)  of  the  MCTRJCA 
further  amended  section  1834(1)(12)(A) 
of  the  Act  to  extend  this  rural  bonus 
through  December  31,  2012.  Therefore, 
we  are  continuing  to  apply  the  22.6 
percent  rural  bonus  described  above  (in 
the  same  manner  as  in  previous  years), 
to  ground  ambulance  services  with 
dates  of  service  on  or  after  January  1, 
2012  and  before  January  1,  2013  where 
transportation  originates  in  a  qualified 
rural  area. 

This  rural  bonus  is  sometimes 
referred  to  as  the  “Super  Rural  Bonus” 
and  the  qualified  rural  areas  (also 
known  as  “super  rural”  areas)  are 
identified  during  the  claims 
adjudicative  process  via  the  use  of  a 
data  field  included  on  the  CMS 
supplied  ZIP  Code  File. 

Accordingly,  we  are  proposing  to 
revise  §  414.610(c)(5)(ii)  to  conform  the 
regulations  to  the  statutory  requirements 
set  forth  at  section  306(c)  of  the 
TPTCCA  and  section  3007(c)  of  the 
MCTRJCA.  These  statutory  requirements, 
are  self-implementing.  Together,  these 
provisions  require  a  one-year  extension 
of  the  rural  bonus  (which  was 
previously  established  by  the  Secretary) 
through  December  31,  2012,  and  does 
not  require  any  substantive  exercise  of 
discretion  on  the  part  of  the  Secretary. 


B.  Part  B  Drug  Payment:  Average  Sales 
Price  (ASP)  Issues 

Section  184 7 A  of  the  Act  requires  use 
of  the  average  sales  price  (ASP)  payment 
methodology  for  payment  for  drugs  and 
biologicals  described  in  section 
1842(o)(l)(C)  of  the  Act  furnished  on  or 
after  January  1,  2005.  The  ASP 
methodology  applies  to  most  drugs 
furnished  incident  to  a  physician’s 
service,  many  drugs  furnished  under  the 
DME  benefit,  certain  oral  anti-cancer 
drugs,  and  oral  immunosuppressive 
drugs. 

1.  Widely  Available  Market  Price 
(W AMP)/ Average  Manufacturer  Price 
(AMP)  Price  Substitution 

For  a  drug  or  biological  that  is  found 
to  have  exceeded  the  WAMP  of  AMP  by 
a  threshold  percentage,  section 
1847A(d)(3)(C)  of  the  Act  authorizes  the 
Secretary  to  substitute,  the  lesser  of — 

•  The  widely  available  market  price 
for  the  drug  or  biological,  or 

•  103  percent  of  the  average 
manufacturer  price  as  determined  under 
section  1927(k)(l)  of  the  Act.” 

The  applicable  threshold  percentage 
is  specified  in  section  1847A(d)(3)(B)(i) 
of  the  Act  as ,5  percent  for  CY  2005.  For 
CY  2006  and  subsequent  years,  section 
1847A(d)(3)(B)(ii)  of  the  Act  authorizes 
the  Secretary  to  specify  the  threshold 
percentage  for  the  WAMP  or  the  AMP, 
or  both.  In  the  GY  2006  (70  FR  70222), 
CY  2007  (71  FR69680),  CY  2008  (72  FR 
66258),  CY  2009  (73  FR  69752),  and  CY 
2010  (74  FR  61904)  PFS  final  rules  with 
comment  period,  we  specified  an 
applicable  threshold  percentage  of  5 
percent  for  both  the  WAMP  and  AMP. 
We  based  this  decision  on  the  fact  that 
data  was  too  limited  to  support  an 
adjustment  to  the  5  percent  threshold. 
Beginning  in  CY  2011,  we  treated  the 
WAMP  and  AMP  based  adjustments  to 
the  applicable  threshold  percentages 
separately. 

a.  WAMP  Threshold  and  Price 
Substitution 

After  soliciting  and  reviewing 
comments,  we  finalized  proposals  to 
continue  the  5  percent  WAMP  threshold 
for  CY  2011  (75  FR  73469),  and  CY  2012 
(76  FR  73287).  For  CY  2013,  we  again 
have  no  additional  information  from 
OIG  studies  or  other  sources  that  leads 
us  to  consider  an  alternative  threshold. 
When  making  comparisons  to  the 
WAMP,  we  propose  that  the  applicable 
threshold  percentage. remain  at  5 
percent  until  such  time  that  a  change  in 
the  threshold  amount  is  warranted,  and 
we  propose  to  update  §414.904(d)(3)(iv) 
accordingly.  As  mentioned  above,  the 
threshold  has  remained  at  5  percent 


since  2005.  Our  proposal  will  eliminate 
the  need  for  annual  rulemaking  until  a 
change  is  weirranted. 

We  are  not  proposing  to  make  any 
WAMP  based  price  substitutions  at  this 
time.  As  we  noted  in  the  CY  2011  PFS 
final  rule  with  comment  period  (75  FR 
73470)  and  reiterated  in  CY  2012  (76  FR 
73287),  we  understand  that  there  are 
complicated  operational  issues 
associated  with  the  WAMP  based 
substitution  policy,  and  we  continue  to 
proceed  cautiously  in  this  area.  We 
remain  committed  to  providing 
stakeholders,  including  providers  and 
manufacturers  of  drugs  impacted  by 
potential  price  substitutions  with 
adequate  notice  of  our  intentions, 
including  the  opportunity  to  provide 
input  with  regard  to  the  processes  for 
substituting  the  WAMP  for  the  ASP. 

b.  AMP  Threshold 

Like  the  WAMP  threshold,  for  CY 
2013,  we  have  no  information  that  leads 
us  to  believe  that  the  5  percent 
threshold  percentage  for  AMP-based 
price  substitution  is  inappropriate  or 
should  be  changed.  We  propose  that  the 
applicable  threshold  percentage  remain 
at  5  percent  until  such  time  that  a 
change  in  the  threshold  amount  is 
warranted,  and  we  propose  to  update 
§414.904(d)(3)(iii)  accordingly.  The 
AMP  threshold  has  remained  at  5 
percent  since  2005.  Our  proposal  will 
eliminate  the  need  for  annual 
rulemaking  until  a  change  is  warranted. 

c.  AMP  Price  Substitution-Additional 
Condition 

In  the  CY  2012  PFS  rule,  we  specified 
that  the  substitution  of  AMP  for  ASP 
will  be  made  only  when  the  ASP 
exceeds  the  AMP  by  5  percent  in  two 
consecutive  quarters  immediately  prior 
to  the  current  pricing  quarter,  or  three 
of  the  previous  four  quarters 
immediately  prior  to  the  current  quarter, 
and  that  matching  sets  of  NDCs  had  to 
be  used  in  the  comparison  (76FR  73289 
through  73295).  The  value  of  the  AMP 
based  price  substation  must  also  be  less 
than  the  ASP  payment  limit  that  is 
calculated  for  the  quarter  in  which  the 
substitution  is  applied. 

We  did  not  apply  the  price 
substitution  policy  in  April  2012 
because  access  concerns  led  us  to 
reconsider  whether  it  was  prudent  to 
proceed  with  price  substitution  during  a 
developing  situation  that  was  related  to 
a  drug  shortage  that  had  not  met  the 
definition  of  a  public  health  emergency 
under  section  1847A(e)  of  the  Act.  In 
light  of  recent  concerns  about  drug 
shortages,  the  resulting  impact  on 
patient  care,  beneficiary  and  provider 
access,  as  well  as  the  potential  for 
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shortages  to  suddenly  affect  drug  prices 
for  the  provider,  under  the  authority  in 
section  1847A(d)(3)(C)  of  the  Act,  we 
propose  adding  §414.904(d)(3)(ii)(C) 
that  would  prevent  the  AMP  price 
substitution  policy  from  taking  effect  if 
the  drug  and  dosage  form  represented 
by  the  HCPCS  code  are  reported  by  the 
FDA  on  their  Current  Drug  Shortage  list 
(or  other  FDA  reporting  tool  that 
identifies  shortages  of  critical  or 
medically  necessary  drugs)  to  be  in 
short  supply  at  the  time  that  ASP 
payment  limits  are  being  finalized  for 
the  next  quarter.  Further,  we  also  would 
like  to  clarify  that  this  proposal  to  add 
to  the  safeguards  finalized  in  CY  2012 
only  applies  to  calculations  under  the 
AMP -based  price  substitution  policy. 

Our  proposal  is  intended  to  continue 
the  cautious  approach  described  in 
previous  rules  and  to  strike  a  balance 
between  operational  requirements 
associated  with  receiving 
manufacturers’  ASP  reports,  calculating 
the  payment  limits,  and  posting  stable 
payment  limits  that  will  be  used  to  pay 
claims.  We  believe  that  this  proposal 
also  addresses  concerns  about  access  to 
care,  known  program  issues  identified 
by  the  OIG,  and  provides  an  opportunity 
for  some  modest  program  savings.  At 
this  time,  we  are  not  proposing  any 
other  changes  to  the  safeguards,  timing, 
or  notification  that  identifies  the  codes 
that  will  be  substituted  each  quarter.  We 
welcome  comments  on  our  approach  as 
well  as  comments  regarding  additional 
specific  safeguards  for  the  AMP  price 
substitution  policy. 

2.  Billing  for  Part  B  Drugs  Administered 
Incident  to  Physicians’  Services  ' 

In  this  section,  we  propose  to  clarify 
payment  policies  regarding  billing  for 
certain  drugs  under  Medicare  Part  B.  In 
2010  and  2011,  we  issued  two  change 
requests  (CRs  7109  and  7397)  that 
summarized  a  number  of  longstanding 
drug  payment  policy  and  billing 
requirements.  We  considered  these  CRs 
to  be  merely  clarifying,  rather  than 
changing,  our  policy.  However,  one  item 
in  the  CRs,  which  stated  that 
pharmacies  may  not  bill  for  drugs  that 
are  used  incident  to  physicians’  service, 
has  caused  some  concern.  Specifically, 
we  understand  that  some  nonphysician 
suppliers — operating  in  part  on  the  basis 
of  guidance  from  a  Medicare 
contractor — have  been  submitting 
claims  for  drugs  that  they  have  shipped 
to  physicians’  offices  for  use  in  refilling 
implanted  intrathecal  pumps.  In  light  of 
concern  over  its  potential  effect  on 
suppliers,  we  delayed  implementation 
of  the  most  recently  updated  CR  (CR 
7397  Transmittal  2437,  April  4,  2012) 
until  January  1,  2013  so  that  we  could 


undertake  rulemaking,  evaluate  public 
comments  on  this  issue,  and  determine 
whether  CR  7397  should  be 
implemented  as  planned,  revised,  or 
rescinded. 

Implanted  pumps  may  qualify  as 
Durable  Medical  Equipment  (DME); 
however,  unlike  external  pumps  used  to 
administer  drugs,  implanted  pumps  are 
typically  refilled  in  a  physician’s  office. 
The  implanted  intrathecal  pump  is 
refilled  by  injecting  the  drug  into  a 
pump’s  reservoir,  which  lies  below  the. 
patient’s  skin.  The  reservoir  is 
connected  to  the  pump,  which  delivers 
the  drug  to  the  intrathecal  space  through 
a  tunneled  catheter.  The  procedure  of 
refilling  an  intrathecal  pain  pump  is  a 
service  that  is  typically  performed  by 
the  physician  because  of  risk  and 
complexity. 

To  be  covered  by  Medicare,  an  item 
or  service  must  fall  within  one  or  more 
benefit  categories  within  Part  A  or  Part 
B,  and  must  not  be  othenvise  excluded 
from  coverage.  Drugs  and  biologicals 
paid  under  Medicare  part  B  drugs  fall 
into  three  basic  categories  as  follows: 

•  Drugs  furnished  "incident  to”  a 
physician’s  services:  These  are  typically 
injectable  drugs  that  are  bought  by  the 
physician,  administered  in  the 
physician’s  office  and  then  billed  by  the 
physician  to  the  Medicare 
Administrative  Contractor  (MAC). 

•  Drugs  administered  through  a 
covered  item  of  DME:  These  drugs  are 
supplies  necessary  for  the  effective  use 
of  DME  and  are  typically  furnished  to 
the  beneficiary  by  suppliers  that  are 
either  pharmacies  (or  general  DME 
suppliers  that  utilize  licensed 
pharmacists)  for  administration  in  a 
setting  other  than  the  physician’s  office. 
Most  DME  drugs  are  billed  to  the  DME 
MAC. 

•  Drugs  specified  by  the  statute: 
Include  a  variety  of  drugs,  such  as  oral 
immunosuppressives  and  certain 
vaccines. 

Drugs  used  to  refill  an  implanted 
intrathecal  pump  can  be  considered  to 
be  within  either  the  “incident  to”  or  the 
DME  benefit  category.  The  CMS  Benefit 
Policy  Manual  (100-02  Chapter  15 
Section  50.3)  states  that  drugs  paid 
under  the  “incident  to”  provision  are  of 
a  form  that  is  not  usually  self- 
administered;  are  furnished  by  a 
physician;  and  are  administered  by  the 
physician,  or  by  auxiliary  personnel 
employed  by  the  physician  and  under 
the  physician’s  personal  supervision.  In 
what  we  believe  is  a  typical  situation, 
when  physicians’  services  are  used  to 
refill  an  intrathecal  pump,  the  “incident 
to”  requirements  can  be  met  because, 
consistent  with  our  guidance  and 
longstanding  policy,  the  physician  or 


other  professional  employed  by  his  or 
her  office  performs  a  procedure  to  inject 
the  drug  into  the  implanted  pump’s 
reservoir  (that  is,  the  drug  is  not  self- 
administered)  and  the  drug  represents  a 
cost  to  the  physician  because  he  or  she 
has  purchased  it. 

Conversely,  we  believe  that  in  the 
typical  situation,  payment  to  a 
pharmacy  or  other  nonphysician 
supplier  under  the  DME  benefit  for  a 
drug  dispensed  for  use  in  the 
physician’s  office  is  both  inappropriate 
and  inconsistent  with  existing  guidance. 
For  example,  DME  prosthetics, 
orthotics,  and  supplies  (POS)  policy 
does  not  permit  payment  for  prosthetics 
dispensed  prior  to  a  procedure. 
Moreover,  in  the  case  of  prescription 
drugs  used  in  conjunction  with  DME, 
our  guidance  is  clear  that  the  entity  that 
dispenses  the  drug  needs  to  furnish  it 
directly  to  the  patient  for  whom  a 
prescription  is  written.  We  do  not 
believe  that  an  arrangement  whereby  a 
pharmacy  (or  supplier)  ships  a  drug  to 
a  physician’s  office  for  administration  to 
a  patient  constitutes  furnishing  the  drug 
directly  to  the  patient. 

We  note  that  payment  to  pharmacies 
(or  suppliers)  for  drugs  used  to  refill  an 
implanted  pump  can  be  made  under  the 
DME  benefit  category  where  the  drug  is 
dispensed  to  a  patient  and  the 
implanted  pump  is  refilled  without  a 
physician’s  service.  However,  it  is  our 
understanding  that  implanted  pumps 
are  rarely  refilled  without  utilizing  the 
service  of  a  physician. 

We  are  concerned  about  stakeholders’ 
reports  that,  due  to  guidance  from  a 
contractor.  Medicare  payment  policy  on 
this  issue  has  been  applied  in  an 
inconsistent  manner.  We  consider  the 
contractor’s  guidance  to  be  erroneous. 
This  inconsistency  has  permitted 
supplier  claims  for  drugs  dispensed  by 
pharmacies  to  physicians’  offices  to  be 
paid  in  some  jurisdictions  and  has 
denied  such  payment  in  others.  We 
understand  that  the  inconsistent 
application  of  our  payment  policy  has 
influenced  the  business  and 
professional  practices  of  pharmacies/ 
DME  suppliers  that  prepare  drugs  for 
implanted  pumps.  However,  we  do  not 
believe  that  payment  for  drugs  used  to 
refill  implanted  DME  should  continue 
to  be  made  because  such  action  is  not 
supported  under  long  standing  policy 
and,  as  discussed  above,  is  not 
appropriate. 

We  therefore  propose  to  clarify  that 
we  consider  drugs  used  by  a  physician 
to  refill  an  implantable  item  of  DME  to 
be  within  the  “incident  to”  benefit 
category  and  not  the  DME  benefit 
category.  Therefore,  the  physician  must 
buy  and  bill  for  the  drug,  and  a  non- 
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physician  supplier  that  has  shipped  the 
drug  to  the  physician’s  office  may  not 
do  so  (except  as  may  be  permitted 
pursuant  to  a  valid  reassignment).  We 
welcome  comments  on  this  proposal  . 
and  its  potential  impact  on  benehciaries 
and  providers. 

C.  Durable  Medical  Equipment  (DME) 
Face-to-Face  Encounters  and  Written 
Orders  Prior  to  Delivery 

1.  Background 

Sections  1832,  1834,  and  1861  of  the 
Act  establish  that  the  provision  of 
durable  medical  equipment,  prosthetic, 
orthotics,  and  supplies  (DMEPOS)  is  a 
covered  benefit  under  Part  B  of  the 
Medicare  program. 

Section  1834(a)(ll)(B)(i)  of  the  Act,  as 
redesignated  by  the  Affordable  Care  Act, 
authorizes  us  to  require,  for  specified 
covered  items,  that  payment  may  only 
be  made  under  section  1834(a)  of  the 
Act  if  a  physician  has  communicated  to 
the  supplier  a  written  order  for  the  item, 
before  delivery  of  the  item.  Section 
1834(h)(3)  of  the  Act  states  that  section 
1834(a)(ll)  applies  to  prosthetic 
devices,  orthotics,  and  prosthetics  in  the 
same  manner  as  it  applies  to  items  of 
durable  medical  equipment  (DME).  In  a 
December  7, 1992  final  rule  (57  FR 
57675),  we  implemented  this  provision 
in  §  410.38(g),  for  DME  items  and 
§  410.36(b)  for  prosthetic  devices, 
orthotics,  and  prosthetics.  Both  of  these 
sections  state  that  as  a  requirement  for 
payment,  CMS,  a  carrier,  or,  more 
recently,  a  Medicare  Administrative 
Contractor  (MAC)  may  determine  that 
an  item  of  DME  requires  a  written 
physician  order  before  delivery.  In 
addition  to  our  regulations  at  §  410.38(g) 
and  §  410.36(b),  we  have  stated  in 
Chapter  5,  Section  5.2.3. 1  of  the 
Program  Integrity  Manual,  that  the 
following  items  require  a  written  order 
prior  to  delivery:  (1)  Pressure  reducing 
pads,  mattress  overlays,  mattresses,  and 
beds;  (2)  seatlift  mechanisms;  (3) 
transcutaneous  electrical  nerve 
stimulation  (TENS)  units;  (4)  power 
operated  vehicles  (POVs)  and  power 
wheelchairs. 

Section  6407(b)  of  the  Affordable  Care 
Act  amended  section  1834(a)(ll)(B)  of 
the  Act.  It  added  language  that  requires 
a  written  order  for  certain  items  of  DME, 
which  under  section  1834(h)(3)  of  the 
Act  also  could  include  prosthetic 
devices,  orthotics,  and  prosthetics,  to  be 
issued  per  a  physician  documenting  that 
a  physician,  a  physician  assistant  (PA), 
a  nurse  practitioner  (NP),  or  a  clinical 
nurse  specialist  (CNS)  has  had  a  face-to- 
face  encounter  with  the  beneficiary.  The 
encounter  must  occur  dming  the  6 
months  prior  to  the  written  order  for 


each  item  or  during  such  other 
reasonable  timefi'ame  as  specified  by  the 
Secretary. 

2.  Provisions  of  the  Proposed 
Regulations 

a.  DME  Face-to-Face  Encounters 
(1)  General  Requirements 

We  are  proposing  to  first  revise 
§  410.38(g)  to  require,  as  a  condition  of 
payment  for  certain  covered  items  of 
DME,  that  a  physician  must  have 
documented  and  communicated  to  the 
DME  supplier  that  the  physician  or  a 
PA,  an  NP,  or  a  CNS  has  had  a  face-to- 
face  encounter  with  the  beneficiary  no 
more  than  90  days  before  the  order  is 
written  or  within  30  days  after  the  order 
is  written. 

We  make  this  proposal  because  we 
believe  that  a  face-to-face  encounter  that 
occurs  within  90  days  prior  to  the 
written  order  for  DME  should  be 
relevant  to  the  reason  for  the 
beneficiary’s  need  for  the  item  of  DME, 
and  therefore,  this  face-to-face 
encounter  should  substantiate  that  the 
beneficiary’s  condition  warrants  the 
covered  item  of  DME  and  be  sufficient 
to  meet  the  goals  of  this  statutory 
requirement.  However,  we  recognize 
that  there  may  be  circumstances  when 
it  may  not  be  possible  to  meet  this 
general  requirement  of  “prior  to  the 
written  order,’’  and  that  in  such  cases, 
beneficiary  access  to  needed  items  must 
be  protected.  If  a  face-to-face  encounter 
occurs  within  90  days  of  the  written 
order,  but  is  not  related  to  the  condition 
warranting  the  need  for  the  item  of 
DME,  or  if  the  beneficiary  has  not  seen 
the  physician  or  PA,  NP,  or  CNS  within 
the  90  days  prior  to  the  written  order, 
we  propose  to  allow  a  face-to-face 
encounter  up  to  and  including  30  days 
after  the  order  is  written  in  order  to 
ensure  access  to  needed  items. 

During  the  face-to-face  encounter  the 
physician,  a  PA,  a,  NP,  or  a  CNS  must 
have  evaluated  the  beneficiary, 
conducted  a  needs  assessment  for  the 
beneficiary  or  treated  the  beneficiary  for 
the  medical  condition  that  supports  the 
need  for  each  covered  item  of  DME.  As 
a  matter  of  practice,  this  information 
would  be  part  of  the  beneficiary’s 
medical  record,  which  identifies  the 
practitioner  who  provided  the  face-to- 
face  assessment.  We  believe  that 
requiring  a  face-to-face  encounter  that 
supports  the  need  for  the  covered  item 
of  DME  would  reduce  the  risk  of  fraud, 
waste,  and  abuse  since  these  visits 
would  help  ensure  that  a  beneficiary’s 
condition  warrants  the  covered  item  of 
DME. 

Section  1834(a)(ll)(B)(ii)  of  the  Act, 
as  amended  by  section  6407(b)  of  the 


Affordable  Care  Act  states  that  a 
physician  must  document  that  the 
physician,  a  PA,  a  NP,  or  a  CNS  has  had 
a  face-to-face  encounter  (other  than  with 
respect  to  encounters  that  are  incident 
to  services  involved)  with  the 
beneficiary.  Incident  to  services  are 
defined  in  section  1861(s)(2)(A)  of  the 
Act.  Likewise,  for  the  purpose  of  this 
regulation,  a  face-to-face  encounter  must 
be  documented  by  a  physician  and  any 
encounter  that  is  covered  as  an 
“incident  to”  service  does  not  satisfy 
the  requirements  of  t^iis  regulation. 

We  note  that  a  face-to-face  encounter 
may  be  accomplished,  via  a  telehealth 
encounter  if  all  Medicare  telehealth 
requirements  as  defined  under  section 
1834(m)  of  the  Act  and  the 
implementing  regulations  in  §  410.78 
and  §414.65  are  met.  Specifically, 
Medicare  telehealth  services  can  only  be 
furnished  to  an  eligible  telehealth 
beneficiary  in  an  originating  site.  The 
requirements  in  this  proposed  rule  do 
not  supersede  the  requirements  of 
telehealth  and  merely  apply  to  the 
telehealth  benefit  where  applicable.  In 
general,  originating  sites  must  be 
located  in  a  rural  health  professional 
shortage  area  (HPSA)  or  in  a  county 
outside  of  a  metropolitan  statistical  area 
(MSA).  The  practitioner  at  the  distant 
site  may  be  a  physician,  PA,  NP,  or 
CNS,  and  the  encounter  must  be 
reported  with  a  healthcare  procedure 
common  coding  system  (HCPCS)  code 
for  a  service  on  the  list  of  approved 
Medicare  telehealth  services  for  the 
applicable  year.  In  the  May  5,  2010 
Federal  Register  (76  FR  25550),  we 
published  a  final  rule  that  revised  the 
conditions  of  participation  (CoPs)  for 
hospitals  and  critical  access  hospitals 
.  (CAHs).  These  revisions  implement  a 
new  credentialing  and  privileging 
process  for  physicians  and  other 
practitioners  providing  telemedicine 
services.  We  refer  readers  to  the  CMS 
Web  site  for  more  information  regarding 
telehealth  services  at  http:// 
www.cms.gov/TeIeheaIth/. 

A  single  face-to-face  encounter, 
including  those  facilitated  through  the 
appropriate  use  of  telehealth,  can 
support  the  need  for  multiple  covered 
items  of  DME  as  long  as  it  is  clearly 
documented  in  the  pertinent  medical 
record  that  the  beneficiary  was 
evaluated  or  treated  for  a  condition  that 
supports  the  need  for  each  covered  item 
of  DME,  during  the  specified  period  of 
time. 

To  promote  the  authenticity  and 
comprehensiveness  of  the  written  order 
and  as  part  of  our  efforts  to  reduce  the 
risk  of  waste,  fraud,  and  abuse,  we 
propose  that  as  a  condition  of  payment 
a  written  order  must  include:  (1)  The 
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beneficiary  name;  (2)  the  item  of  DME 
ordered;  (3)  prescribing  practitioner 
NPI;  (4)  the  signature  of  the  prescribing 
practitioner;  (5)  the  date  of  the  order;  (6)' 
the  diagnosis;  and  (7)  necessary  proper 
usage  instructions,  as  applicable. 
Examples  of  necessary  proper  usage 
instruction  could  include  duration  of 
use,  method  of  utilization,  and  correct 
positioning.  We  recognize  that 
standards  of  practice  may  require  that 
orders  contain  additional  information. 
However,  for  purposes  of  this  proposed 
rule,  which  is  focused  on  implementing 
section  1834(a){ll)(B)  of  the  Act  and 
reducing  fraud,  waste,  and  abuse,  an 
order  without  these  minimum  elements 
would  be  considered  incomplete  and 
would  not  support  a  claim  for  payment. 
We  believe  including  this  information 
on  the  written  order  would  be  a 
safeguard  against  waste,  fraud,  and 
abuse  by  promoting  authenticity  apd 
comprehensiveness  of  the  order  by  the 
practitioner. 

Based  on  our  commitment  to  the 
general  principles  of  the  President’s 
Executive  Order  entitled  “Improving 
Regulation  and  Regulatory  Review” 
(released  January  18,  2011)  and  to  be 
consistent  with  other  provisions  in  the 
amendments  made  by  section  6407(a)  of 
the  Affordable  Care  Act  and  the 
provisions  of  section  6407  (d)  of  the 
Affordable  Care  Act  as  discussed  above, 
we  are  proposing  to  require  that  the 
face-to-face  encounter  occur  no  earlier 
than  90  days  prior  to  each  written  order 
for  a  covered  item  of  DME  or  within  30 
days  after  the  order  is  written.  This 
proposal  is  consistent  with  the  Medicare 
and  Medicaid  home  health  face-to-face 
requirement  which  increases  physician 
accountability  and  specifies  a  timeframe 
within  the  discretion  of  the  Secretary. 
(For  more  information  on  the  Medicare 
and  Medicaid  home  health  face-to-face 
requirements  see  the  November  17,  2010 
final  rule  (75  FR  70372)  and  the  July  12, 
2011  proposed  rule  (76  FR  41032)  for 
Medicare  and  Medicaid  respectively.) 
We  have  exercised  our  discretion  to  set 
a  timeframe  other  than  6  months 
because  we  believe  that  our  proposal 
strikes  an  appropriate  balance  among 
several  factors:  (1)  The  potential  for 
fraud,  waste,  abuse  associated  with 
certain  DME  items;  (2)  the  potential 
inconvenience  and  cost  to  practitioners 
and  beneficiaries;  and  (3)  potential 
health  benefits  to  beneficiaries  from 
increased  practitioner  involvement  and 
more  periodic  reviews  of  their  status 
and  progress. 

We  perform  ongoing  education  on 
many  topics  including  the  requirements 
of  the  other  face-to-face  provisions»This 
education  includes,  but  is  not  limited 
to,  various  Medicare  Learning  Network® 


'  products  such  as  MLN  Matters®  articles, 
brochures,  fact  sheets,  Web-based 
training  courses,  and  podcasts;  Open 
Door  forums;  and  national  provider 
conference  calls.  Medicare  is  already 
working  proactively  with  home  health 
agencies,  physicians,  and  other 
providers  to  educate  them  on 
implementing  the  face-to-face 
requirement.  We  plan  to  conduct  similar 
provider  education  and  outreach  in 
implementing  the  DME  face-to-face 
requirement. 

As  noted  previously,  section 
1834(h)(3)  of  the  Act  adds  prosthetic 
devices,  orthotics,  and  prosthetics  to  the 
items  encompassed  by  section 
1834(a)(ll)(B)  of  the  Act.  At  this  time, 
we  are  not  proposing  changes  to 
§  410.36(b)  to  require  documentation  of 
a  face-to-face  encounter  for  prosthetic 
devices,  orthotics,  and  prosthetics  that, 
according  to  §  410.36(b),  require  a 
written  order  before  delivery  in  this 
proposed  rule.  We  intend  to  use  future 
rulemaking  to  determine  which 
prosthetic  devices,  orthotics,  and 
prosthetics,  require,  as  a  condition  of 
payment,  a  written  order  before  delivery 
supported  by  documentation  of  a  face- 
to-face  encounter  with  the  beneficiary 
consistent  with  section 
1834(a)(ll)(B)(ii)  of  the  Act.  We 
welcome  comments  on  including 
prosthetic  devices,  orthotics,  and 
prosthetics  in  future  rulemaking, 
including  any  criteria  that  should  be 
used  for  determining  what  items  should 
require  a  written  order  before  delivery 
supported  by  documentation  of  a  face- 
to-face  encounter. 

This  proposed  requirement  does  not 
supersede  any  regulatory  requirements 
that  more  specifically  address  a  face-to- 
face  encounter  requirement  for  a 
particular  it6m  of  DME.  For  example, 

§  410.38(c),  which  implemented  section 
1834(a)(l)(E)(iv)  of  the  Act,  specifically 
addresses  prescription  and  face-to-face 
encounter  requirements  for  power 
mobility  devices  (PMDs)  and  uses  a  45- 
day  period  between  the  date  of  the  face- 
to-face  encounter  and  the  date  of  the 
written  order.  That  requirement  is 
specific  to  the  unique  factors,  including 
equipment  expense  and  complex 
medical  necessity  determinations  that 
affect  PMDs. 

(2)  Physician  Documentation 

The  statute  requires  that  a  physician 
document  that  the  physician  or  a  PA, 
NP  or  CNS  has  had  a  face-to-face 
encounter  with  the  beneficiary.  We 
propose  that  when  the  face-to-face 
encounter  is  performed  by  a  physician, 
the  submission  of  the  pertinent 
portion(s)  of  the  beneficiary’s  medical 
record,  containing  sufficient 


information  to  document  that  the  face- 
to-face  encounter  meets  our 
requirements,  would  be  considered 
sufficient  and  valid  documentation  of 
the  face-to-face  encounter  when 
submitted  to  the  supplier  and  made 
available  to  CMS  or  its  agents  upon 
request.  Some  examples  of  pertinent 
parts  of  the  beneficiary’s  medical  record 
that  can  demonstrate  that  a  face-to-face 
encounter  has  occurred  can  include: 
history;  physical  examination; 
diagnostic  tests;  summary  of  findings; 
diagnoses;  treatment  plans;  or  other 
information  as  appropriate.  As  an 
alternative,  we  are  requesting  comments 
on  a  second  option  for  physicians  to 
document  the  face-to-face  encounter 
when  it  is  performed  by  the  physician, 
by  requiring  this  physician 
documentation  to  be  identical  to  what  is 
required  for  a  PA,  a  NP,  or  a  CNS  as 
discussed  later  in  this  section.  We  strive 
to  find  the  option  that  strikes  a  balance 
between  minimizing  the  effect  on 
physicians,  while  still  meeting  the 
statutory  objective  to  limit  fraud,  waste, 
and  abuse. 

(3)  Physician  Documentation  of  Face- 
to-Face  Encounters  Performed  by  a 
Physician  Assistant,  Nurse  Practitioner, 
or  Clinical  Nurse  Specialist 

We  are  considering  the  following 
proposed  options  for  physician 
documentation  of  a  face-to-face 
encounter  performed  by  a  PA,  NP,  or 
CNS.  We  are  reserving  judgment  as  to 
which  of  these  proposed  options  best 
accomplishes  our  goals  until  the  final 
regulation  and  have  not  provided 
language  reflecting  these  options  in  the 
proposed  regulations  text.  The  options 
are  as  follows: 

•  Option  Attestation  stating:  “I, 
Doctor  (Name)  (NPI  number)  have 
reviewed  the  medical  record  and  attest 
that  (PA,  NP  or  CNS)  has  performed  a 
face-to-face  encounter  with  (beneficiary) 
on  (date)  and  evaluated  the  need  for  (the 
item  of  DME).”  (Sign)  (Date).  This 
option  would  provide  all  the  needed 
information  to  document  that  a  face-to- 
face  encounter  has  occurred  between 
the  PA,  NP  or  CNS  and  the  beneficiary 
in  a  standardized  manner.  However,  this 
atte.station  would  not  eliminate  the  need 
for  the  medical  record  to  support  the 
medical  necessity  of  the  ordered  item. 
The  attestation  serves  only  as  physician 
documentation  of  the  face-to-face 
encounter. 

•  Option  2:  The  physician  signs  or 
cosigns  the  pertinent  portion  of  the 
medical  record,  for  the  beneficiary  for 
the  date  of  the  face-to-face  encounter, 
thereby  documenting  that  the 
beneficiary  was  evaluated  or  treated  for 
a  condition  relevant  to  an  item  of  DME 
on  that  date  of  service.  This  option 
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would  provide  evidence  that  the 
physician  has  reviewed  the  relevant 
documentation  to  support  that  a  face-to^ 
face  encounter  occurred  for  that  date  of 
service.  A  signed  order  by  the  physician 
alone  would  not  satisfy  the  requirement 
described  in  this  option  that  the 
physician  “sign/cosign  the  pertinent 
portion  of  the  medical  record.” 

•  Option  3:  The  physician 
specifically  initials  the  history  and 
physical  examination  for  the  beneficiary 
for  the  date  of  the  face-to-face 
encounter,  thereby  documenting  that 
the  beneficiary  was  evaluated  or  treated 
for  a  condition  relevant  to  an  item  of 
DME  on  that  date  of  service.  This  option 
would  provide  evidence  that  the 
physician  has  reviewed  the  relevant 
documentation  to  support  that  a  face-to- 
face  encounter  occurred  for  that  date  of 
service.  A  signed  order  would  not 
satisfy  the  requirement  described  in  this 
option  that  the  physician  “initial  the 
history  and  physical  examination  for  the 
beneficiary  for  the  date  of  the  face-to- 
face  encounter”. 

We  welcome  comment  on  how 
physician  documentation  requirements 
should  be  handled  when  the  face-to-face 
encounter  with  the  beneficiary  is 
conducted  by  a  PA,  a  NP,  or  a  CNS.  We 
are  looking  for  the  alternative  that  best 
accomplishes  the  objective  of  reducing 
waste,  fi-aud,  and  abuse  by  having  a 
physician  document  the  face-to-face 
encounter  if  it  is  performed  by  a  PA,  NP, 
or  CNS  without  creating  undue  impact. 

(4)  Supplier  Notification 

Since  the  supplier  submits  the  claims 
for  the  covered  items  of  DME,  the 
supplier  must  have  access  to  the 
documentation  of  the  face-to-face 
encounter.  We  welcome  comment  on 
the  type  pf  communication  that  should 
occur  between  the  physician  or  PA,  NP, 
or  CNS,  and  the  supplier.  All 
documentation  to  support  the 
appropriateness  of  the  item  of  DME 
ordered  including  documentation  of  the 
face-to-face  encounter,  must  be  available 
to  the  supplier.  As  with  all  items  and 
services,  we  require  both  the  ordering 
practitioner  and  the  supplier  to 
maintain  access  to  the  written  order  and 
supporting  documentation  relating  to 
written  orders  for  covered  items  of  DME 
and  provide  them  to  us  upon  our 
request  or  at  the  request  of  our 
contractors. 

We  are  considering  adding  one  of  the 
following  proposed  options  on  how 
documentation  of  the  face-to-face 
encounter  must  be  delivered  to  the 
supplier.  We  are  reserving  judgment  on 
these  proposed  options  until  the  final 
regulation.  The  options  are  as  follows: 


•  Option  I  .-Require  the  practitioner 
who  wrote  the  order  to  provide  the 
physician  documentation  of  the  face-to- 
face  encounter  directly  to  the  DME 
supplier.  This  option  may  increase 
practitioner  accountability,  since  it 
requires  practitioners  to  submit  the 
required  documentation  to  the  supplier. 

•  Option  2:  Require  the  physician 
who  completes  the  documentation  of 
the  face-to-face  encounter  to  provide 
that  documentation  directly  to  the  DME 
supplier.  This  option  is  consistent  with 
current  policies  where  the  entity  who 
submits  the  claims  collects  the 
necessary  documentation  even  if  it 
comes  from  multiple  sources.  For 
example,  the  supplier  must  have  access 
to  all  documentation  necessary  to 
support  the  claim  upon  request. 

•  Option  3:  Require  that  the 
documentation,  no  matter  who 
completes  it,  be  provided  to  the  DME 
supplier  through  the  same  process  as 
the  written  order  for  the  covered  item  of 
DME.  The  option  ensures  that  the  same 
pathway  followed  for  the  order  is  also 
followed  for  the  face-to-face 
documentation.  In  most  circumstances, 
we  would  expect  the  order  and  the  face- 
to-face  documentation  to  travel  together, 
the  exception  being  those  circumstances 
where  the  face-to-face  encounter  was 
conducted  after  the  order. 

•  Option  4:  Require  a  physician  to 
provide  a  copy  of  the  face-to-face 
documentation  to  the  beneficiary  for  the 
beneficiary  to  deliver  to  the  DME 
supplier  of  his  or  her  choice.  This 
would  ensure  that  the  supplier  receives 
the  documentation  of  the  face-to-face 
encounter  directly  and  limits  the 
supplier’s  need  to  rely  on  the  PA,  NP, 
or  CNS  to  receive  this  documentation 
completed  by  the  physician. 

We  welcome  comment  on  these 
options  in  order  to  facilitate  open 
communication  and  enhanced 
coordination  of  documentation  of  a  face- 
to-face  encounter  between  the  supplier, 
physician  or  when  applicable,  the  PA, 
NP  or  CNS. 

b.  Covered  Items 

Section  1834(a)(ll)(B)(i)  of  the  Act  (as 
redesignated  by  the  Affordable  Care  Act 
authorizes  us  to  specify  covered  items 
that  require  a  written  order  prior  to 
delivery  of  the  item.  Under  section 
1834(a)(ll)(B)(ii)  of  the  Act,  these 
orders  must  be  written  pursuant  to  a 
physician  documenting  that  a  face-to- 
face  encounter  has  occurred. 
Accordingly,  to  reduce  the  risk  of  fraud, 
waste,  and  abuse,  we  are  proposing  a 
list  of  Specified  Covered  Items  that 
would  require  a  written  order  prior  to 
delivery.  Our  proposed  list  of  Specified 
Covered  Items  is  below.  In  future  years, 


updates  to  this  list  would  appear 
annually  in  the  Federal  Register  and  the 
full  updated  list  would  be  available  on 
the  CMS  Web  site. 

As  highlighted  in  the  January  2007 
Government  Accountability  Office 
(GAO)  report  entitled,  “Improvements 
Needed  to  Address  Improper  Payments 
for  Medical  Equipment  and  Supplies”  it 
is  estimated  that  there  were  $700 
million  in  improper  payments  across 
the  spectrum  of  DMEPOS  from  April  1, 
2005,  through  March  31,  2006.  GAO  did 
not  specifically  recommend  the  use  of 
DME  face-to-face  encounters  as  a 
remedial  action  in  its  report.  However, 
the  GAO  did  recommend  making 
improvements  to  address  improper 
payments  in  the  DMEPOS  arena.  This 
proposed  rule  is  one  way  in  which  we 
are  working  to  prevent  improper 
payments. 

Though  we  initially  considered 
making  all  items  encompassed  by 
section  1834(a)(ll)(B)  of  the  Act 
(including  prosthetic  and  orthotic  items 
described  in  section  1834(h)(3)  of  the 
Act)  subject  to  a  face-to-face  encounter 
requirement,  we  have  first  proposed  a 
more  limited  criteria  driven  list  to 
balance  what  we  believe  to  be  broad 
statutory  intent  to  establish  a  face-to- 
face  requirement  to  prevent  waste, 
fraud,  and  abuse  with  concerns  that 
including  all  items  could  have  an  undue 
negative  effect  on  practitioners  and 
suppliers.  We  welcome  comment  on 
limiting  the  associated  burden  of  this 
proposed  rule  by  refining  the  number  of 
items  subject  to  a  face-to-face  encounter, 
while  still  protecting  the  Medicare  Trust 
Funds. 

In  this  section  of  the  proposed  rule, 
we  describe  our  proposed  criteria,  as 
well  as  the  reasons  we  selected  these 
criteria.  We  first  note  that  our  proposed 
list  of  Specified  Covered  Items  contains 
DME  items  only.  We  intend  to  use 
future  rulemaking  to  apply  section 
1834(a)(ll)(B)(ii)  of  the  Act  to 
prosthetics  and  orthotics.  We  believe 
that  our  proposed  current  focus  on  DME 
items  is  an  appropriate  way  of  balancing 
our  goals  of  reducing  waste,  fraud,  and 
abuse  and  limiting-burden  on 
beneficiaries  and  the  supplier 
community. 

We  propose  to  focus  initially  on  DME 
items  for  several  reasons.  First,  these 
items  are  often  marketed  directly  to 
beneficiaries  and  requiring  a  face-to-face 
encounter  would  help  ensure  that  a 
practitioner  has  met  with  the 
beneficiary  and  considered  whether  the 
item  is  appropriate.  Additionally, 
requiring  a  face-to-face  encounter  would 
help  ensure  that  practitioners  who  order 
DME  items  are  familiar  with  the 
beneficiary’s  medical  condition,  that 
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this  condition  is  documented,  and  that  improper  claims  related  to  these  high  suppliers  who  were  fraudulently 

the  item  is  reasonable  and  necessary.  dollar  items  have  a  greater  effect  on  the  seeldng  payment  for  DME  items  and 

Although  we  are  also  concerned  about  Medicare  Trust  Funds  based  on  services.  HEAT  investigations  have 

fraud,  waste,  and  abuse  associated  with  amounts  paid  by  Medicare  for  these  resulted  in  indictments  against  DME 

prosthetics  and  prosthetic  devices,  these  items.  Therefore,  any  items  that  are  '  suppliers  relating  to  the  following  items: 
items  are,  as  stated  in  the  Medicare  $1,000  or  greater  would  be  added  pressure  reducing  mattresses,  oxygen 

Claims  Processing  Manual  Chapter  20  annually  to  the  list  of  Specified  Covered  equipment,  manual  wheelchairs, 

(Section  10.1.2)  “devices  that  replace  all  Items  on  a  prospective  basis.  For  hospital  beds,  infusion  supplies,  and 

or  part  of  an  internal  body  organ  or  administrative  simplicity  we  would  not  nebulizers.  Further  information  about 

replace  all  or  part  of  the  function  of  a  annually  adjust  this  value  for  inflation,  DME  fraud  by  State  is  available  at 

permanently  inoperative  or  any  changes  to  this  threshold  will  go  www.stopmedicarefraud.gov. 

malfunctioning  internal  body  organ.”  through  rulemaking.  We  see  this  price  We  are  also  proposing  the  inclusion  of 

The  body  member  that  is  being  replaced  point  as  striking  a  balance  between  our  certain  items  of  DME  on  the  list  of 

by  the  prosthetic  device  can  often  be  responsibility  to  protect  the  Medicare  Specified  Covered  Items  because  OIG 

identified  based  on  previous  claims  Trust  Funds  and  ensuring  these  has  expressed  concerns  (as  expressed  in 

history.  We  will  consider  this  separately  requirements  do  not  place  an  additional  DHHS^IG  reports  since  1999)  that 

as  there  may  be  different  burden  issues  burden  on  beneficiaries,  practitioners,  these  items  are  vulnerable  to  fraud, 

and  other  considerations  that  apply.  and  suppliers.  Our  objective  is  to  waste  and  abuse.  These  reports  detailed 

Therefore  we  are  not  pursuing  a  face-to-  minimize  inappropriate  use  of  high  vulnerabilities  and  called  for  CMS  to  * 

face  requirement  on  these  items  at  this  dollar  DME  items  to  help  protect  and  address  these  issues.  For  example,  in  an 

time.  Further,  since  orthotics  are  treated  preserve  the  Medicare  Trust  Funds.  OIG  Report  entitled  “Inappropriate 

in  a  manner  similar  to  prosthetics  for  The  third  criterion  added  items  that  Medicare  Payments  for  Pressure 

billing  and  coverage  purposes,  in  order  we  believe,  based  on  our  experience  and  Reducing  Support  Surfaces”  (OEI-02- 
to  apply  consistent  criteria  these  items  recommendations  from  our  DME  07-00420),  the  OIG  noted  as  a 

will  be  considered  together  for  future  Medicare  MACs  are  particularly  vulnerability  the  fact  that  the  vast 

rulemaking.  susceptible  to  fraud,  waste,  and  abuse.  majority  of  pressure  reducing  pads  that 

We  welcome  comment  on  limiting  the  Based  on  their  experience,  the  DME  were  billed  failed  to  meet  the  coverage 

associated  burden  of  this  proposed  MACs  suggested  items  that  warrant  criteria.  Home  oxygen  therapy  was 

regulation  by  refining  the  number  of  increased  practitioner  involvement  highlighted  as  a  vulnerability  in  the  OIG 

items  subject  to  a  face-to-face  encounter,  because  these  items  are  often  marketed  Report  entitled  “Usage  and 

while  still  protecting  the  Medicare  Trust  directly  to  beneficiaries,  thus  Documentation  of  Home  Oxygen 

Funds  and  also  meeting  the  highlighting  the  important  role  of  the  Therapy”  (OEI-03-96-00090). 

requirements  of  the  statute.  practitioner  in  conducting  a  needs  Documentation  and  communication 

The  proposed  list  of  Specified  assessment,  evaluating,  or  treating  the  problems  associated  with  negative 

Covered  Items  contains  items  that  meet  beneficiary  to  ensure  that  his/her  pressure  wound  therapy  pumps  were 

at  least  one  of  the  following  four  condition  warrants  the  item.  The  highlighted  in  a  report  titled 

criteria:  (1)  Items  that  currently  require  evaluations  may  assist  in  ensuring  that  “Comparison  of  Prices  for  Negative 

a  written  order  prior  to  delivery  per  the  DME  items  are  medically  necessary  Pressure  Wound  Therapy  Pumps”  (OEI- 

instructions  in  our  Program  Integrity  for  the  beneficiary.  Increasing  the  02-07-00660).  As  the  OIG  explained  in 

Manual;  (2)  items  that  cost  more  than  practitioner’s  role  in  evaluating  the  report,  “[s]uppliers  are  required  to 

$1,000;  (3)  items  that  we,  based  on  our  beneficiary’s  need  for  such  items,  would  communicate  with  the  beneficiary’s 

experience  and  recommendations  from  help  ensure  proper  ordering  of  DME  treating  clinician  to  assess  wound 

the  DME  MACs,  believe  are  particularly  items,  thereby  minimizing  the  risk  of  healing  progress  and  to  determine 

susceptible  to  fraud  waste,  and  abuse;  waste,  fraud,  and  abuse.  The  items  whether  the  beneficiary  continues  to 

(4)  Items  determined  by  CMS  as  recommended  by  the  DME  contractors  ^ify  for  Medicare  coverage  of  the 

vulnerable  to  fraud,  waste  and  abuse  were  pressure  reducing  pads,  mattress  numo  *  *  *  [Sluppliers  reported  not 

based  on  reports  of  the  HHS  Office  of  overlays,  mattress,  beds,  seat  lift  ^.^ntact  with  cliniciLs  for 

Inspector  General  Government  mechanisms,  TENS  units,  AEDs,  one-quarter  of  the  beneficiaries.” 

Accountability  Ottice  or  other  oversight  external  infusion  pumps,  glucose  q^j.  proposed  list  of  Specified 

entities.  .  i  ,  .  monitors,  wheelchairs  and  wheelchair  Covered  Items  is  in  Table  24  of  this 

We  are  proposing  to  include  items  accessories,  nebulizers,  negative  proposed  rule.  We  further  propose  to 

already  listed  in  the  Program  Integrity  pressure  wound  therapy  pumps,  oxygen  ^  this  list  of  Specified  Covered 

Manual  (PIM)’ Chapter  5.  section  and  oxygen  equipment,  pneumatic  Items  annually  in  order  to  add  any  new 

5  2.3.1.  These  items  were  added  to  the  compression  devices,  positive  airway  that  are  described  by  a  HCPCS 

PIM  originally  since  they  were  seen  as  pressure  devices,  respiratory  assists  the  following  types  of  DME: 

posing  vulnerabilities  to  the  Medicare  devices,  and  cervical  traction  devices.  ,  TENS  unit 

program  that  could  be  mitigated  through  This  criterion  was  also  influenced  by  ,  Rollabout  chair 

requiring  a  written  order  prior  to  our  experience  with  the  Health  Care  •  Manual  Wheelchair  accessories 

delivery.  We  believe  that  requiring  a  Fraud  and  Prevention  and  Enforcement  •  Oxygen  and  respiratory  equipment 

face-to-face  encounter  is  consistent  with  Action  Teams  (HEAT).  These  teams  •  Hospital  beds  and  accessories 

our  previous  initiatives  and  strengthens  were  established  by  HHS  and  the  •  Traction-cervical 

our  efforts  to  address  this  vulnerability.  Department  of  Justice  (DOJ)  to  Note  that  the  proposed  list  does  not 

We  are  also  proposing  to  include  any  investigate,  among  other  things,  include  power  mobility  devices,  which 

items  of  DME  with  a  price  ceiling  fraudulent  DME  suppliers  and  have  are  subject  to  already  existing  face-to- 

greater  than  or  equal  to  $1,000  in  the  recovered  millions  of  dollars  in  DME  face  requirements,  as  previously 

price  ceiling  column  on  the  DMEPOS  fraud.  The  HEAT  strike  force  teams,  discussed.  In  addition,  we  propose  to 

Fee  Schedule,  which  is  updated  which  are  now  in  nine  cities  add  to  the  list  any  item  of  DME  that  in 

annually  and  lists  Medicare  allowable  nationwide,  have  assisted  in  the  future  appears  on  the  DMEPOS  Fee 

pricing  for  DME.  We  believe  that  investigating  and  prosecuting  DME  Schedule  with  a  price  ceiling  at  or 
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greater  than  $1,000.  Items  not  included 
in  one  of  the  proposed  automatic 
pathways  would  be  added  to  the  list  of 
Specified  Covered  Items  through  notice 
and  comment  rulemaking. 

Through  updates  in  the  Federal 
Register,  we  propose  removing  HCPCS 
codes  from  the  list  that  are  no  longer 
covered  by  Medicare  or  that  are 
discontinued  HCPCS  codes. 

Table  24 — DME  List  of  Specified 
Covered  Items 


HCPCS 

Code 

Description 

E0185 

Gel  or  gel-like  pressure  mattress 

pad. 

E0188 

Synthetic  sheepskin  pad. 

E0189 

Lamb’s  wool  sheepskin  pad. 

E0194 

Air  fluidized  bed. 

E0197 

Air  pressure  pad  for  mattress  stand¬ 
ard  length  and  width. 

E0198 

Water  pressure  pad  for  mattress 
standard  length  and  width. 

E0199 

Dry  pressure  pad  for  mattress 

I 

standard  length  and  width. 

E0250 

Hospital  bed  fixed  height  with  any 
type  of  side  rails,  mattress. 

E0251 

Hospital  bed  fixed  height  with  any 
type  side  rails  without  mattress. 

E0255 

Hospital  bed  variable  height  with 
any  type  side  rails  with  mattress. 

E0256 

Hospital  bed  variable  height  with 
any  type  side  rails  without  mat¬ 
tress. 

E0260 

Hospital  bed  semi-electric  (Head 
and  foot  adjustment)  with  any 
type  side  rails  with  mattress. 

E0261 

Hospital  bed  semi-electric  (head 
and  foot  adjustment)  with  any 
type  side  rails  without  mattress. 

E0265 

Hospital  bed  total  electric  (head, 
foot  and  height  adjustments)  with 
any  type  side  rails  with  mattress. 

E0266 

Hospital  bed  total  electric  (head, 
foot  and  height  adjustments)  with 
any  type  side  rails  without  mat¬ 
tress. 

E0290 

Hospital  bed  fixed  height  without 
rails  with  mattress. 

E0291 

Hospital  bed  fixed  height  without  rail 
without  mattress. 

E0292 

1  Hospital  bed  variable  height  without 

I  rail  without  mattress. 

E0293 

1  Hospital  bed  variable  height  wKhout 
j  rail  with  mattress. 

E0294 

1  Hospital  bed  semi-electric  (head 

I  and  foot  adjustment)  without  rail 
i  with  mattress. 

E0295 

Hospital  bed  semi-electric  (head 
and  foot  adjustment)  without  rail 
j  without  mattress. 

E0296 

1  Hospital  bed  total  electric  (head, 
foot  and  height  adjustments)  with- 
j  out  rail  with  mattress. 

E0297 

{  Hospital  bed  total  electric  (head, 
j  foot  and  height  adjustments)  with- 
1  out  rail  without  mattress. 

E0300 

Pediatric  crib,  hospital  grade,  fully 
enclosed. 

Table  24— DME  List  of  Specified 
Covered  Items— Continued 

HCPCS 

Code 

Description  ' 

E0301 

Hospital  bed  Heavy  Duty  extra 
wide,  with  weight  capacity  350- 
600  lbs  with  any  type  of  rail,  with¬ 
out  mattress. 

E0302 

Hospital  bed  Heavy  Duty  extra 
wide,  with  weight  capacity  greater 
than  600  lbs  with  any  type  of  rail, 
without  mattress. 

E0303 

Hospital  bed  Heavy  Duty  extra 
wide,  with  weight  capacity  350- 
600  lbs  with  any  type  of  rail,  with 
mattress. 

E0304 

Hospital  bed  Heavy  Duty  extra 
wide,  with  weight  capacity  greater 
than  600  lbs  with  any  type  of  rail, 
with  mattress. 

E0424 

Stationary  compressed  gas  Oxygen 
System  rental;  includes  contents, 
regulator,  nebulizer,  cannula  or 
mask  and  tubing. 

E0431 

Portable  gaseous  oxygen  system 
rental  includes  portable  container, 
regulator,  flowmeter,  humidifier, 
cannula  or  mask,  and  tubing. 

E0433 

Portable  liquid  oxygen  system. 

E0434 

Portable  liquid  oxygen  system,  rent¬ 
al;  includes  portable  container, 
supply  reservoir,  humidifier,  flow¬ 
meter,  refill  adaptor,  content 
gauge,  cannula  or  mask,  and  tub- 

ing- 

E0439  Stationary  liquid  oxygen  system 
I  rental,  includes  container,  con- 
j  tents,  regulator,  flowmeter,  hu¬ 
midifier,  nebulizer,  cannula  or 
mask,  and  tubing. 

Oxygen  contents,  gaseous  (1 
months  supply). 

Oxygen  contents,  liquid  (1  months 
supply). 

Portable  Oxygen  contents,  gas  (1 
months  supply). 

Portable  oxygen  contents,  liquid  (1 
months  supply). 

Volume  control  ventilator  without 
pressure  support  used  with 
invasive  interface. 

Chest  shell. 

Chest  wrap. 

Negative  pressure  ventilator  port¬ 
able  or  stationary. 

Volume  control  ventilator  without 
pressure  support  node  for  a 
noninvasive  interface. 

Rocking  bed  with  or  without  side 
rail. 

Pressure  support  ventilator  with  vol¬ 
ume  control  mode  used  for 
I  invasive  surfaces. 

E0464  j  Pressure  support  vent  with  volume 
I  control  mode  used  for 
I  noninvasive  surfaces. 

E0470  I  Respiratory  Assist  Device,  bi-level 
j  pressure  capability,  without 
I  backup  rate  used  non-invasive 
I  interface. 

E0471  j  Respiratory  Assist  Device,  bi-level 
pressure  capability,  with  backup 
I  rate  for  a  non-invasive  interface. 


E0441 

E0442 

E0443 

E0444 

E0450 

E0457 

E0459 

E0460 

j 

E0461  I 

E0462 

E0463 


Table  24 — DME  List  of  Specified 
Covered  Items— Continued 


HCPCS 

Code 


Description 


E0472 

E0480 

E0482 

E0483 

E0484 

E0570 

E0575 

E0580 

E0585 


Respiratory  Assist  Device,  bi-level 
pressure  capability,  with  backup 
rate  for  invasive  interface. 

Percussor  electric/pneumatic  home 
model. 

Cough  stimulating  device,  alter¬ 
nating  positive  and  negative  air¬ 
way  pressure. 

High  Frequency  chest  wall  oscilla¬ 
tion  air  pulse  generator  system. 

Oscillatory  positive  expiratory  de¬ 
vice,  non-electric. 

Nebulizer  with  compressor. 

Nebulizer,  ultrasonic,  large  volume. 

Nebulizer,  durable,  glass  or 
autoclavable  plastic,  bottle  type 
for  use  with  regulator  or  flow¬ 
meter. 

Nebulizer  with  compressor  &  heat- 


E0601 

E0607 

E0627 

E0628 

E0629 

E0636 

E0650 

E0651 

E0652 

E0655 

E0656 

E0657 

E0660 

E0665 

E0666 

E0667 

E0668 

E0669 

E0671 


Continuous  airway  pressure  device. 
Home  blood  glucose  monitor. 

Seat  lift  mechanism  incorporated 
lift-chair. 

Separate  seat  lift  mechanism  for 
patient  owned  furniture  electric. 
Separate  seat  lift  mechanism  for 
patient  owned  furniture  non-elec¬ 
tric. 

Multi  positional  patient  support  sys¬ 
tem,  with  integrated  lift,  patient 
accessible  controls. 

I  Pneumatic  compressor  non-seg- 
mental  home  model. 

Pneumatic  compressor  segmental 
home  model  without  calibrated 
gradient  pressure. 

Pneumatic  compressor  segmental 
home  model  with  calibrated  gra¬ 
dient  pressure. 

Non-segmental  pneumatic  appli¬ 
ance  for  use  with  pneumatic  com¬ 
pressor  on  half  arm. 
Non-segmental  pneumatic  appli¬ 
ance  for  use  with  pneumatic  com¬ 
pressor  on  trunk. 

Non-segmental  pneumatic  appli¬ 
ance  for  use  with  pneumatic  com¬ 
pressor  chest. 

Non-segmental  pneumatic  appli¬ 
ance  for  use  with  pneumatic  com- 
I  pressor  on  full  leg. 

Non-segmental  pneumatic  appli¬ 
ance  for  use  with  pneumatic  com¬ 
pressor  on  full  arm. 

Non-segmental  pneumatic  appli¬ 
ance  for  use  with  pneumatic  com¬ 
pressor  on  half  leg. 

I  Segmental  pneumatic  appliance  for 
I  use  with  pneumatic  compressor 
on  full-leg. 

Segmental  pneumatic  appliance  for 
I  use  with  pneumatic  compressor 
j  on  full  arm. 

!  Segmental  pneumatic  appliance  for 
I  use  with  pneumatic  compressor 
{  on  half  leg. 

j  Segment#  gradient  pressure  pneu- 
I  matic  appliance  full  leg. 
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Table  24— DME  List  of  Specified 
j  Covered  Items — Continued 

Table  24 — DME  List  of  Specified 
Covered  Items— Continued 

.  Table  24 — DME  List  of  Specified  1 

Covered  Items— Continued  1 

j  HCPCS 

i  Code 

Description 

HCPCS 

Code 

Description 

HCPCS 

Code 

Description 

E0672 

Segmental  gradient  pressure  pneu- 

E0960 

Manual  wheelchair  accessory. 

E1015 

Shock  absorber  for  manual  wheel- 

f 

matic  appliance  full  arm. 

shoulder  hamess/strap. 

chair. 

f  E0673 

Segmental  gradient  pressure  pneu- 

E0961 

Manual  wheelchair  accessory  wheel 

El  020 

Residual  limb  support  system  for 

matic  appliance  half  leg. 

lock  brake  extension  handle. 

wheelchair. 

1  E0675 

Pneumatic  compression  device, 

E0966 

Manual  wheelchair  accessory. 

El  028 

Wheelchair  accessory,  manual 

high  pressure,  rapid  inflation/de- 

headrest  extension. 

swing  away,  retractable  or  remov- 

flation  cycle,  for  arterial  insuffi- 

E0967 

Manual  wheelchair  accessory,  hand 

able  mounting  hardware  for 

ciency. 

rim  with  projections. 

joystick,  other  control  interface  or 

E0692 

Ultraviolet  light  therapy  system 

E0968 

Commode  seat,  wheelchair. 

positioning  accessory. 

:  \ 

panel  treatment  4  foot  panel. 

E0969 

Narrowing  device  wheelchair. 

E1029 

Wheelchair  accessory,  ventilator 

1  E0693 

Ultraviolet  light  therapy  system 

E0971 

Manual  wheelchair  accessory  anti- 

tray. 

panel  treatment  6  foot  panel. 

tipping  device. 

E1030 

Wheelchair  accessory,  ventilator 

E0694 

Ultraviolet  multidirectional  light  ther- 

E0973 

Manual  wheelchair  accessory,  ad- 

tray,  gimbaled. 

apy  system  in  6  foot  cabinet. 

justable  height,  detachable  arm- 

E1031 

Rollabout  chair,  any  and  all  types 

E0720 

T  ranscutaneous  electrical  nerve 

rest. 

with  castors  5"  or  greater. 

stimulation,  two  lead,  local  stimu- 

E0974 

Manual  wheelchair  accessory  anti- 

E1035 

Multi-positional  patient  transfer  sys- 

lation. 

rollback  device. 

tern  with  integrated  seat  operated 

1  E0730 

Transcutaneous  electrical  nen/e 

E0978 

Manual  wheelchair  accessory  posi- 

by  care  giver. 

stimulation,  four  or  more  leads. 

tioning  belt/safety  belt/pelvic 

E1036 

Patient  transfer  system. 

* 

for  multiple  nerve  stimulation. 

strap. 

El  037 

Transport  chair,  pediatric  size. 

E0731 

Form  fitting  conductive  garment  for 

E0980 

Manual  wheelchair  accessory  safety 

El  038 

Transport  chair,  adult  size  up  to  300 

delivery  of  TENS  or  NMES. 

vest. 

lb. 

E0740 

Incontinence  treatment  system.  Pel- 

E0981 

Manual  wheelchair  accessory  Seat 

El  039 

Transport  chair,  adult  size  heavy 

vie  floor  stimulator,  monitor,  sen- 

upholstery,  replacement  only. 

duty  >300  lb. 

sor,  and/or  trainer. 

E0982 

Manual  wheelchair  accessory,  back 

E1161 

Manual  Adult  size  wheelchair  in- 

E0744 

Neuromuscular  stimulator  for  scoli- 

upholstery,  replacement  only. 

eludes  tilt  in  space. 

osis. 

E0983 

Manual  wheelchair  accessory  power 

E1227 

Special  height  arm  for  wheelchair. 

I  E0745 

Neuromuscular  stimulator  electric 

add  on  to  convert  manual  wheel- 

El  228 

Special  back  height  for  wheelchair. 

shock  unit. 

chair  to  motorized  wheelchair. 

E1232 

Wheelchair,  pediatric  size,  tilt-in- 

I  E0747 

Osteogenesis  stimulator,  electrical. 

joystick  control. 

space,  folding,  adjustable  with 

j 

non-invasive,  other  than  spine  ap- 

E0984 

Manual  wheelchair  accessory  power 

seating  system. 

plication. 

add  on  to  convert  manual  wheel- 

El  233 

Wheelchair,  pediatric  size,  tilt-in- 

E0748 

Osteogenesis  stimulator,  electrical. 

chair  to  motorized  wheelchair. 

space,  folding,  adjustable  without 

non-invasive,  spinal  application. 

Tiller  control. 

seating  system. 

I  E0749 

Osteogenesis  stimulator,  electrical. 

E0985 

Wheelchair  accessory,  seat  lift 

E1234 

Wheelchair,  pediatric  size,  tilt-in- 

surgically  implanted. 

mechanism. 

space,  folding,  adjustable  without 

E0760 

Osteogenesis  stimulator,  low  inten- 

E0986 

Manual  wheelchair  accessory,  push 

seating  system. 

sity  ultrasound,  non-invasive. 

activated  power  assist. 

El  235 

Wheelchair,  pediatric  size,  rigid,  ad- 

t  E0762 

Transcutaneous  electrical  joint  stim- 

E0990 

Manual  wheelchair  accessory,  ele- 

justable,  with  seating  system. 

ulation  system  including  all  ac- 

vating  leg  rest. 

El  236 

Wheelchair,  pediatric  size,  folding. 

I 

cessories. 

E0992 

Manual  wheelchair  accessory,  ele- 

adjustable,  with  seating  system. 

i  E0764 

Functional  neuromuscular  stimu- 

vating  leg  rest  solid  seat  insert. 

El  237 

Wheelchair,  pediatric  size,  rigid,  ad-  | 

f 

lator,  transcutaneous  stimulations 

E0994 

Arm  rest. 

justable,  without  seating  system.  | 

f 

of  muscles  of  ambulation  with 

E0995 

Wheelchair  accessory  calf  rest. 

El  238 

Wheelchair,  pediatric  size,  folding,  I 

computer  controls. 

E1002 

Wheelchair  accessory  Power  seat- 

adjustable,  without  seating  sys-  | 

?  E0765 

FDA  approved  nerve  stimulator  for 

ing  system,  tilt  only. 

tern.  I 

» 

treatment  of  nausea  &  vomiting. 

El  003 

Wheelchair  accessory  Power  seat- 

El  296 

Special  sized  wheelchair  seat  | 

!  E0782 

Infusion  pumps,  implantable.  Non- 

ing  system,  recline  only  without 

height.  g 

programmable. 

shear. 

El  297 

Special  sized  wheelchair  seat  depth  | 

?  E0783 

Infusion  pump,  implantable.  Pro- 

E1004 

Wheelchair  accessory  Power  seat- 

by  upholstery.  | 

5 

grammable. 

ing  system,  recline  only  with  me- 

El  298 

Special  sized  wheelchair  seat  depth  | 

\  E0784 

External  ambulatory  infusion  pump. 

chanical  shear. 

and/or  width  by  construction.  | 

t  E0786 

Implantable  programmable  infusion 

E1005 

Wheelchair  accessory  Power  seat- 

E1310 

Whirlpool  non-portable. 

i 

pump,  replacement. 

ing  system,  recline  only  with 

E2502 

Speech  Generating  Devices 

E0840 

Tract  frame  attach  to  headboard. 

power  shear. 

prerecord  messages  between  8  | 

I 

cervical  traction. 

El  006 

Wheelchair  accessory  Power  seat- 

and  20  minutes.  i 

,  E0849 

Traction  equipment  cen/ical,  free- 

ing  system,  tilt  and  recline  without 

E2506 

Speech  Generating  Devices 

f 

standing  stand/frame,  pneumatic. 

shear. 

prerecord  messages  over  40  min- 

applying  traction  force  to  other 

E1007  ' 

Wheelchair  accessory  Power  seat- 

j  utes. 

than  mandible. 

ing  system,  tilt  and  recline  with 

E2508 

j  Speech  Generating  Devices  mes- 

' :  E0850 

Traction  stand,  free  standing,  cer- 

mechanical  shear. 

1  sage  through  spelling,  manual 

vical  traction. 

E1008 

Wheelchair  accessory  Power  seat- 

type. 

E0855 

Cervical  traction  equipment  not  re- 

ing  system,  tilt  and  recline  with 

E2510 

Speech  Generating  Devices  syn- 

quiring  additional  stand  or  frame. 

power  shear. 

thesized  with  multiple  message 

E0856 

Cervical  traction  device,  cervical 

E1010 

Wheelchair  accessory,  addition  to 

methods. 

h 

collar  with  inflatable  air  bladder. 

power  seating  system,  power  leg 

E2227 

Rigid  pediatric  wheelchair  adjust- 

1  E0958 

Manual  wheelchair  accessory,  one- 

elevation  system,  including  leg 

able. 

1 

arm  drive  attachment. 

rest  pair. 

K0001 

Standard  wheelchair. 

1  E0959 

Manual  wheelchair  accessory- 

E1014 

Reclining  back,  addition  to  pediatric 

K0002 

Standard  hemi  (low  seat)  wheel- 

adapter  for  Amputee. 

size  wheelchair. 

chair. 
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Table  24 — DME  List  of  Specified  . 
Covered  Items— Continued 


HCPCS 

Ckxle 

Description 

K0003 

Lightweight  wheelchair. 

K0004 

High  strength  Itwt  wheelchair. 

K0005 

Ultra  Lightweight  wheelchair. 

K0006 

Heavy  duty  wheelchair. 

K0007 

Extra  heavy  duty  wheelchair. 

K0009 

Other  manual  wheelchair/base. 

K0606 

AED  garment  with  electronic  anal¬ 
ysis. 

K0730 

Cr^trolled  dose  inhalation  drug  de¬ 
livery  system. 

c.  Physician  Payment 

We  understand  that  there  is  a  burden 
associated  with  the  requirement  placed 
on  the  physician  to  document  that  a 
face-to-face  encounter  has  occurred 
between  a  PA,  a  NP  or  a  CNS,  and  the 
beneficiary.  Accordingly,  we  are 
proposing  the  introduction  of  a  G-code, 
estimated  at  $15,  to  compensate  a 
physician  who  documented  that  a  PA,  a 
NP,  or  a  CNS  practitioner  has  performed 
a  face-to-face  encounter  for  the  list  of 
specified  covered  items  above.  This  G- 
code  would  become  effective  when  this 
provision  becomes  effective.  We  believe 
that  the  existing  Evaluation  and 
Management  (E&M)  codes  are  sufficient 
for  practitioners  performing  face-to-face 
encounters.  This  new  G-code  would  be 
specifically  designed  and  mapped  only 
for  a  physician  who  completes  the 
documentation  of  the  face-to-face 
encounter  performed  by  a  PA,  a  NP,  or 
a  CNS.  Only  a  physician  who  does  noT 
bill  an  E&M  code  for  the  beneficiary  in 
question  would  be  eligible  for  this  G- 
code.  If  multiple  written  orders  for 
covered  items  of  DME  originate  from 
one  visit,  the  physician  can  receive  the 
G-code  payment  only  once  for 
documenting  that  the  face-to-face 
encounter  has  occurred.  The  G-code 
would  be  mapped  so  that  only  eligible 
DME  items  would  be  covered.  Upon 
request,  we  will  need  to  see 
documentation  of  the  face-to-face 
encounter  in  order  to  verify  the 
appropriateness  of  the  G-code  payment. 

D.  Elimination  of  the  Requirement  for 
Termination  of  Non-Random 
Prepayment  Complex  Medical  Review 
(§421.500  Through  §421.505) 

Medical  review  is  the  process 
performed  by  Medicare  contractors  to 
ensure  that  billed  items  or  services  are 
covered  and  are  reasonable  and 
necessary  as  specified  under  section 
1862(a)(1)(A)  of  the  Act.  We  enter  into 
contractual  agreements  with  contractors 
to  perform  medical  review  functions. 

On  December  8,  2003,  the  Congress 


enacted  the  MMA.  Section  934  of  the 
MMA  amended  section  1874A  of  the 
Act  by  adding  a  new  subsection  (h) — 
regarding  random  prepayment  reviews 
and  non-random  prepayment  complex 
medical  reviews  and  requiring  us  to 
establish  termination  dates  for  non- 
random  prepayment  complex  medical 
reviews.  Alffiough  section  934  of  the 
MMA  set  forth  requirements  for  random 
prepayment  review,  our  contractors  do 
not  perform  random  prepayment 
review.  However,  our  contractors  do 
perform  non-random  prepayment 
complex  medical  review. 

On  September  26,  2008,  we  published 
a  final  rule  in  the  Federal  Register  (73 
FR  55753)  entitled,  “Medicare  Program; 
Termination  of  Non-Random 
Prepayment  Complex  Medical  Review” 
that  specified  the  criteria  contractors 
would  use  for  the  termination  of 
providers  and  suppliers  ft’om  non- 
random  prepayment  complex  medical 
review  as  required  under  the  MMA.  The 
final  rule  required  contractors  to 
terminate  the  non-random  prepayment 
complex  medical  review  of  a  provider  or 
supplier  no  later  than  1  year  following 
the  initiation  of  the  complex  medical 
review  or  when  calculation  of  the  error 
rate  indicates  the  provider  or  supplier 
has  reduced  its  initial  error  rate  by  70 
percent  or  more.  (For  more  detailed 
information,  see  the  September  26,  2008 
final  rule  (73  FR  55753)). 

On  March  23,  2010,  the  Congress 
enacted  the  Patient  Protection  and 
Affordable  Care  Act  (Pub.  L.  111-148) 
and  the  Health  Care  and  Education 
Reconciliation  Act  of  2010  (HCERA) 
(Pub.  L.  111-152)  (together  known  as 
the  Affordable  Care  Act).  Section  1302 
of  the  HCERA,  repealed  section 
1874A(h)  of  the  Act. 

Section  1302  of  the  HCERA  repealed 
section  1874A  (h)  of  the  Act,  and 
therefore,  removed  the  statutory  basis 
for  our  regulation.  Thus,  we  propose  to 
remove  the  regulatory  provisions  in  42 
CFR  part  421,  subpart  F,  that  require 
contractors  to  terminate  a  provider  or 
supplier  from  non-random  prepayment 
complex  medical  review  no  later  than  1 
year  following  the  initiation  of  the 
medical  review  or  when  the  provider  or 
supplier  has  reduced  its  initial  error  rate 
by  70  percent  or  more.  As  a  result  of  this 
proposal,  contractors  would  not  be 
required  to  terminate  non-random 
prepayment  medical  review  by  a 
prescribed  time  but  would  instead 
terminate  each  medical  review  when  the 
provider  or  supplier  has  met  all 
Medicare  billing  requirements  as 
evidenced  by  an  acceptable  error  rate  as 
determined  by  the  contractor. 


E.  Ambulance  Coverage-Physician 
Certification  Statement 
We  propose  to  revise  §  410.40(d)(2)  by 
incorporating  nearly  the  same  provision 
found  at  §  410.40(d)(3)(v)  to  clarify  that 
a  physician  certification  statement  (PCS) 
does  not,  in  and  of  itself,  demonstrate 
that  a  nonemergency,  scheduled, 
repetitive  ambulance  service  is 
medically  necessary  for  Medicare 
coverage.  The  Medicare  ambulance 
benefit  at  section  1861(s)(7)  of  the  Act 
allows  for  “ambulance  service  where 
the  use  of  other  methods  of 
transportation  is  contraindicated  by  the 
individual’s  condition,  but  *  *  *  only 
to  the  extent  provided  in  regulations.” 

In  other  words,  the  definition  of  the 
benefit  itself  embodies  the  clinical 
medical  necessity  requirement  that 
other  forms  of  transportation  must  be 
contraindicated  by  a  beneficiary’s 
condition.  Section  410.40(d)  interprets 
the  medical  necessity  requirement. 
Notably,  even  aside  firom  the 
requirements  of  section  1861(s)(7), 
section  1862(a)(1)(A)  of  the  Act  dictates 
that  any  service  that  is  not  medically 
necessary  under  the  Act  and  regulations 
is  not  a  covered  benefit. 

Despite  these  statutory  provisions  and 
the  language  of  the  present  regulation  at 
section  410.40(d)(2)  that  we  believe 
already  requires  both  medical  necessity 
and  a  PCS,  some  courts  have  recently 
concluded  that  §  410.40(d)(2) 
establishes  that  a  sufficiently  detailed 
and  timely  order  from  a  beneficiary’s 
physician,  to  the  exclusion  of  any  other 
medical  necessity  requirements, 
conclusively  demonstrates  medical 
necessity  with  respect  to  nonemergency, 
scheduled,  repetitive  ambulance 
services. 

Absent  explicit  statutorily-based 
exceptions,  we  have  consistently 
maintained  that  the  Secretary  is  the 
final  arbiter  of  \vhether  a  service  is 
reasonable  and  necessary  and  qualifies 
for  Medicare  coverage.  For  example,  in 
HCFA  Ruling  93-1,  we  said  “[i]t  is 
HCFA’s  ruling  that  no  presumptive 
weight  should  be  assigned  to  the 
treating  physician’s  medical  opinion  in 
determining  the  medical  necessity  of 
inpatient  hospital  or  SNF  services  under 
section  1862(a)(1)  of  the  Act.  A 
physician’s  opinion  will  be  evaluated  in 
the  context  of  the  evidence  in  the 
complete  administrative  record.  Even 
though  a  physician’s  certification  is 
required  for  payment,  coverage 
decisions  are  not  made  based  solely  on 
this  certification;  they  are  made  based 
on  objective  medical  information  about 
the  patient’s  condition  and  the  services 
received.  This  information  is  available 
from  the  claims  form  and,  when 
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necessary,  the  medical  record  which 
includes  the  physician’s  certification.” 

Medical  necessity  is  not  just  an 
integral  requirement  of  Medicare’s 
ambulance  benefit  in  particular,  but  as 
we  mentioned,  section  1862(a)(1)(A)  of 
the  Act  dictates  that  services  must  be 
reasonable  and  necessary  to  qualify  for 
any  Medicare  coverage.  Numerous  U.S. 
Circuit  Courts  of  Appeal  have  held  that 
PCSs  or  certificates  of  medical  necessity 
do  not,  in  and  of  themselves, 
conclusively  demonstrate  medical 
necessity.  The  same  applies  in  the 
context  of  nonemergency,  scheduled, 
repetitive  ambulance  services — the  PCS 
is  not,  in  and  of  itself,  the  sole 
determinant  of  medical  necessity,  and, 
as  we  discuss  below,  we  believe  the 
existing  regulation  at  §  410.40(d)(2) 
already  demonstrates  that.  To  erase  any 
doubt,  however,  we  propose  a  revision 
to  §  410.40(d)(2)  to  explicitly  clenify  this 
,  principle. 

Since  being  finalized  in  the  February 
27,  2002  Federal  Register  (67  FR  9100, 
9132),  §  410.40(d)(2)  has  stated  that 
“Medicare  covers  medically  necessary 
nonemergency,  scheduled,  repetitive 
ambulance  services  if  the  ambulance 
provider  or  supplier,  before  furnishing 
the  service  to  the  beneficiary,  obtains  a 
written  order  from  the  beneficiciry’s 
attending  physician  certifying  that  the 
medical  necessity  requirements  of 
paragraph  (d)(1)  of  this  section  are  met.” 
(emphasis  added).  Although  a  physician 
certifies  with  respect  to  medical 
necessity,  the  Secretary  is  the  final 
arbiter  of  whether  a  service  is  medically 
necessary  for  Medicare  coverage. 

Indeed,  the  phrase  “medically 
necessary”  would  have  been  surplus 
had  we  intended  the  PCS  to  be  the  sole 
determinant  of  medical  necessity. 

Rather,  as  demonstrated  by  the  fact  that 
we  did  include  that  phrase,  and  by 
various  other  clarifying  points,  we  made 
clear  that  a  PCS,  while  necessary,  does 
not  on  its  own  conclusively  demonstrate 
the  medical  necessity  of  nonemergency, 
scheduled,  repetitive  ambulance 
services. 

The  preamble  to  the  February  27, 

2002  final  rule  (Medicare  Prografn;  Fee 
Schedule  for  Payment  of  Ambulance 
Services  and  Revisions  to  the  Physician 
Certification  Requirements  for  Coverage 
of  Nonemergency  ambulance  Services 
(67  FR  9100))  and  the  1999  final  rule 
with  comment  (FRC)  (Medicare 
Program;  Coverage  of  Ambulance 
Services  and  Vehicle  and  Staff 
Requirements  (64  FR  3637))  support  this 
interpretation. 

For  example,  in  describing  comments 
regarding  medical  necessity  and 
physician  certification  in  the  1999  FRC, 
we  said:  “[t]wo  ambulance  suppliers 


commented  that  physicians  are  unaware 
of  the  coverage  requirements  for 
ambulance  services  and  that  their 
decisions  to  request  ambulance  services 
may  be  based  on  ‘family  preference  or 
the  inability  to  safely  transport  the 
beneficiary  by  other  means  rather  than 
on  the  medical  necessity  requirement . 
imposed  by  Medicare.’”  We  responded 
that  section  1861(s)(7)  of  the  Act  allows 
coverage  only  under  certain  limited 
circumstances,  and  suggested  that  “[t]o 
facilitate  awareness  of  the  Medicare 
rules  as  they  relate  to  the  eunbulance 
service  benefit,  ambulance  suppliers 
may  need  to  educate  the  physician  (or 
the  physician’s  staff  members)  when 
making  arrangements  for  the  ambulance 
transportation  of  a  beneficiary.”  We 
continued  that  “[sjuppliers  may  wish  to 
furnish  an  explanation  of  applicable 
medical  necessity  requirements,  as  well 
as  requirements  for  physician 
certification,  and  to  explain  that  the 
certification  statement  should  indicate 
that  the  ambulance  services  being 
requested  by  the  attending  physician  are 
medically  necessairy.”  (76  FR  3637, 

3641)  In  light  of  our  acknowledging  a 
significant  program  vulnerability — that 
the  physicians  writing  PCSs  might  not 
be  fully  cognizant  of  the  Medicare 
ambulance  benefit’s  medical  necessity 
requirements — and  encouraging 
suppliers  themselves  to  help  remedy 
that  by  educating  physicians,  it  would 
have  been  irrational  of  us  to  (and  we  did 
not)  abrogate  the  Secretary’s  judgment 
and  vest  exclusively  in  the  PCS  the 
authority  to  demonstrate  an  ambulance 
transport’s  medical  necessity.  We  made 
a  similar  point  in  response  to  a  separate 
comment;  “It  is  always  the 
responsibility  of  the  ambulance  supplier 
to  furnish  complete  and  accurate 
documentation  to  demonstrate  that  the 
ambulance  service  being  furnished 
meets  the  medical  necessity  criteria.” 

(76  FR  3637,  3639). 

In  the  section  of  the  February  27,  2002 
final  rule  preamble  describing  the  PCS 
requirements,  we  said:  “[i]n  all  cases, 
the  appropriate  documentation  must  be 
kept  on  file  and,  upon  request, 
presented  to  the  carrier  or  intermediary. 
It  is  important  to  note  that  the  presence 
of  the  signed  physician  certification 
statement  does  not  necessarily 
demonstrate  that  the  transport  was 
medically  necessary.  The  ambulance 
supplier  must  meet  all  coverage  criteria 
for  payment  to  be  made.”  (67  FR  9100, 
9111).  Although  we  incorporated  that 
passage  into  the  final  rule  only  at 
§410.40(d)(3)(v),  we  intended,  and  we 
believe  our  intent  is  clear  from  the 
preamble  narrative,  that  the  principle 


apply  equally  to  all  nonemergency 
ambulance  transports. 

The  OIG  report  titled  “Medicare 
Payments  for  Ambulance  Transports” 
(OEI-05-02-00590)  (January  2006)  also 
supports  our  position.  Based  on  its 
analysis  of  a  sample  of  calendar  year 
2002  claims,  the  OIG  reported  that  “27 
percent  of  ambulance  transports  to  or 
firom  dialysis  facilities  did  not  meet 
Medicare’s  coverage  criteria.”  The  OIG 
added  “the  ongoing  and  repetitive 
nature  of  dialysis  treatment  makes 
transports  to  and  from  such  treatment 
vulnerable  to  abuse.  Although  the 
condition  of  some  patients  warrants 
repetitive,  scheduled. ambulance 
transports  for  dialysis  treatment,  many 
dialysis  transports  do  not  meet  coverage 
criteria.”  The  OIG  recommended  that 
we  instruct  our  contractors  to 
implement  prepayment  edits  with 
respect  to  dialysis  transports  and  have 
them  request  wide-ranging  documents 
when  conducting  postpayment  medical 
review.  The  fact  that  we  agreed  with  the 
OIG’s  recommendations  demonstrated 
our  belief  that  the  PCS  was  not  the  sole 
determinant  of  medical  necessity. 
Likewise,  the  fact  that  the  OIG 
mentioned  our  ambulance  coverage 
regulations,  including  the  PCS 
requirement,  but  did  not  recommend 
altering  or  clarifying  the  regulations 
with  respect  to  medical  necessity 
demonstrated  that  we  were  of  like  mind; 
that,  while  a  physician  certifies  with 
respect  to  medical  necessity,  the 
Secretary  is  the  final  arbiter  of  whether 
a  service  is  medically  necessary. 

Accordingly,  we  propose  to  revise 
§  410.40(d)(2)  to  add  nearly  the  same 
provision  presently  found  at 
§410.40(d)(3)(v),  except  without 
reference  to  a  “signed  return  receipt” 
that  does  not  pertain  to  nonemergency, 
scheduled,  repetitive  ambulance 
services.  We  propose  to  accomplish  this 
by  redesignating  the  current  language  as 
§410.40(d)(2)(i),  and  adding  the 
clarifying  language  to  a  new 
§410.40(d)(2)(ii).  The  proposed 
§410.40(d)(2)(ii)  clarifies  that  a  signed 
physician  certification  statement  does 
not,  in  aiid’of  itself,  demonstrate  that  an 
ambulance  transport  was  reasonable  and 
necessary.  Rather,  for  all  ambulance 
services,  providers  and  suppliers  must 
retain  on  file  all  appropriate 
documentation  and  present  such 
documentation  upon  request  to  a 
Medicare  contractor.  A  CMS  contractor 
may  use  such  documentation  to  assess, 
among  other  things,  whether  the  service 
satisfied  Medicare’s  medical  necessity, 
eligibility,  coverage,  benefit  category,  or 
any  other  criteria  necessary  for 
Medicare  payment  to  be  made.  For 
example,  the  patient’s  condition  must 
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be  such  that  other  means  of 
transportation  would  be 
contraindicated,  and  the  expenses 
incurred  must  be  reasonable  and 
necessary  for  the  diagnosis  or  treatment 
of  illness  or  injury. 

We  also  propose  to  fix  the 
typographical  error  “fro,”  which  should 
be  “from”  in  the  existing 
§410.40(c){3){ii). 

F.  Physician  Compare  Web  Site 
1.  Background  and  Statutory  Authority 

Section  10331(a)(1)  of  the  Affordable 
Care  Act  requires  that,  by  no  later  them 
January  1,  2011,  we  develop  a  Physician 
Compare  Internet  Weh  site  with 
information  on  physicians  enrolled  in 
the  Medicare  program  under  section 
1866(j)  of  the  Act,  as  well  as  information 
on  other  eligible  professionals  who 
participate  in  the  Physician  Quality 
Reporting  System  under  section  1848  of 
the  Act. 

We  launched  the  first  phase  of  the 
Physician  Compare  Internet  Web  site 
[http://www.medicare.gov/find-a- 
doctor/provider-search.aspx)  on 
December  30,  2010.  This  initial  phase 
included  the  posting  of  the  names  of 
eligible  professionals  that  satisfactorily 
submitted  quality  data  for  the  2009 
Physician  Quality  Reporting  System, 
consistent  with  section  1848(m)(5)(G)  of 
the  Act.  Since  the  initial  launch  of  the 
Web  site,  we  have  continued  to  build 
and  improve  Physician  Compare. 
Currently  users  can  search  by  selecting 
a  location  and  specialty  for  physicians 
or  other  healthcare  professionals.  Search 
results  provide  basic  information  about 
approved  Medicare  providers,  such  as 
primary  and  secondary  specialties, 
practice  locations,  group  practice 
affiliations,  hospital  affiliations. 
Medicare  Assignment,  education, 
languages  spoken,  and  gender.  As 
required  by  section  1848(m)(5)(G)  of  the 
Act,  we  have  added  the  names  of  those 
eligible  professionals  who  are  successful 
electronic  prescribers  under  the 
Medicare  Electronic  Prescribing  (eRx) 
Incentive  Program.  As  such,  physician 
and  other  healthcare  professional  profile 
pages  indicate  if  professionals 
satisfactorily  participated  in  the 
Physician  Quality  Reporting  System 
and/or  are  successful  electronic 
prescribers  under  the  eRx  Incentive 
Program  based  on  the  most  recent  data 
available  for  these  two  quality 
initiatives. 

2.  Public  Reporting  of  Physician 
Performance 

Section  10331(a)(2)  of  the  Affordable 
Care  Act  also  requires  that,  no  later  than 
January  1,  2013,  and  for  reporting 


periods  that  begin  no  earlier  than 
January  1,  2012,  we  implement  a  plan 
for  making  publicly  available  through 
Physician  Compare,  information  on 
physician  performance  that  provides 
comparable  quality  and  patient 
experience  measures.  This  plan  is 
outlined  below.  To  the  extent  that 
scientifically  sound  measures  are 
developed  and  are  available,  we  are 
required  to  include,  to  the  extent 
practicable,  the  following  types  of 
measures  for  public  reporting: 

•  Measures  collected  under  the 
Physician  Quality  Reporting  System. 

•  An  assessment  oi  patient  health 
outcomes  and  functional  status  of 
patients. 

•  An  assessment  of  the  continuity 
and  coordination  of  care  and  care 
transitions,  including  episodes  of  care 
and  risk-adjusted  resource  use. 

•  An  assessment  of  efficiency. 

•  An  assessment  of  patient 
experience  and  patient,  caregiver,  and 
family  engagement. 

•  An  assessment  of  the  safety, 
effectiveness,  and  timeliness  of  care. 

•  Other  information  as  determined 
appropriate  by  the  Secretary. 

As  required  under  section  10331(b)  of 
the  Affordable  Care  Act,  in  developing 
and  implementing  the  plan,  we  must 
include,  to  the  extent  practicable,  the 
following: 

•  Processes  to  ensure  that  data  made 
public  are  statistically  valid,  reliable, 
and  accurate,  including  risk  adjustment 
mechanisms  used  by  the  Secretary. 

•  Processes  for  physicians  and 
eligible  professionals  whose  information 
is  being  publicly  reported  to  have  a 
reasonable  opportunity,  as  determined 
by  the  Secretary,  to  review  their  results 
before  posting  to  Physician  Compare. 

•  Processes  to  ensure  the  data 
published  on  Physician  Compare 
provides  a  robust  and  accurate  portrayal 
of  a  physician’s  performance. 

•  Data  that  reflects  the  care  provided 
to  all  patients  seen  by  physicians,  under 
both  the  Medicare  program  and,  to  the 
extent  applicable,  other  payers,  to  the 
extent  such  information  would  provide 
a  more  accurate  portrayal  of  physician 
performance. 

•  Processes  to  ensure  appropriate 
attribution  of  care  when  multiple 
physicians  and  other  providers  are 
involved  in  the  care  of  the  patient. 

•  Processes  to  ensure  timely 
statistical  performance  feedback  is 
provided  to  physicians  concerning  the 
data  published  on  Physician  Compare. 

•  Implementation  of  computer  and 
data  infrastructure  and  systems  used  to 
support  valid,  reliable,  and  accurate 
reporting  activities. 

Section  10331(d)  of  the  Affordable 
Care  Act  requires  us  to  consider  input 


from  multi-stakeholder  groups ‘in 
selecting  quality  measures  for  Physician 
Compare,,  which  we  seek  to  accomplish 
through  rulemaking  and  focus  groups. 

In  developing  the  plan  for  making 
information  on  physician  performance 
publicly  available  through  Physician 
Compare,  section  10331(e)  of  the 
Affordable  Care  Act  requires  the 
Secretary,  as  the  Secretary  deems 
appropriate,  to  consider  the  plan  to 
transition  to  value-based  purchasing  for 
physicians  and  other  practitioners  that 
was  developed  under  section  131(d)  of 
the  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008. 

We  are  required,  under  section 
10331(f)  of  the  Affordable  Care  Act,  to 
submit  a  report  to  the  Congress  by 
January  1,  2015,  on  Physician  Compare 
development,  and  include  information 
on  the  efforts  and  plans  to  collect  and 
publish  data  on  physician  quality  and 
efficiency  and  on  patient  experience  of 
care  in  support  of  value-based 
purchasing  and  consumer  choice. 

Section  10331(g)  of  the  Affordable  Care 
Act  provides  that  any  time  before  that 
date,  we  may  continue  to  expand  the 
information  made  available  on 
Physician  Compare.  • 

We  believe  section  10331  of  the 
Affordable  Care  Act  supports  our 
overarching  goals  of  providing 
consumers  with  quality  of  care 
information  to  make  informed  decisions 
about  their  health  care,  while 
encouraging  clinicians  to  improve  on 
the  quality  of  care  they  provide  to  their 
patients.  In  accordance  with  section 
10331  of  the  Affordable  Care  Act,  we 
intend  to  utilize  the  Physician  Compare 
Web  site  to  publicly  report  physician 
performance-results. 

In  implementing  our  plan  to  publicly 
report  physician  performance,  we  will 
use  data  reported  under  the  existing 
Physician  Quality  Reporting  System  as 
an  initial  step  for  making  physician 
“measure  performance”  information 
public  on  Physician  Compare.  By 
“measure  performance”  in  relation  to 
the  Physician  Quality  Reporting  System, 
we  mean  the  percent  of  times  that  a 
particular  clinical  quality  action  was 
reported  as  being  performed,  or  a 
particular  outcome  was  attained,  for  the 
applicable  persons  to  whom  a  measure 
applies  as  described  in  the  denominator 
for  the  measure.  For  measures  requiring 
risk  adjustment,  “measure  performance” 
refers  to  the  risk  adjusted  percentage  of 
times  a  particular  outcome  was  attained. 

We  previously  finalized  a  decision  to 
make  public  on  Physician  Compare  the 
performance  rates  of  the  quality 
measures  that  group  practices  submit 
under  the  2012  Physician  Quality 
Reporting  System  group  practice 
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reporting  option  (GPRO)  (76  FR  73417). 
Therefore,  we  anticipate,  no  earlier  than 
2013,  posting  performance  information 
collected  through  the  GPRO  web 
interface  for  group  practices 
participating  in  the  Physician  Quality 
Reporting  System  GPRO  GY  2012  on 
Physician  Compare.  Specifically,  we 
will  make  public  performance 
information  for  measures  included  in 
the  2012  Physician  Quality  Reporting 
System  that  meet  the  minimum  Scunple 
size,  and  that  prove  to  be  statistically 
valid  and  reliable.  As  we  previously 
established,  if  the  minimum  threshold  is 
not  met  for  a  particular  measure,  or  the 
measure  is  otherwise  deemed  not  to  be 
suitable  for  public  reporting,  the  group’s 
performance  rate  for  that  measure  will 
be  suppressed  and  not  publicly 
reported.  We  previously  established  a 
minimum  threshold  of  25  patients  for 
reporting  performance  information  on 
the  Physician  Compare  Web  site  (76  FR 
73418).  Although  we  considered 
keeping  the  threshold  for  reporting 
performance  data  on  Physician  Compare 
at  25  patients,  we  propose  to  change  the 
minimum  patient  sample  size,  from  25 
patients  to  20  patients,  beginning  with 
data  collected  for  services  furnished  in 
2013,  to  align  with  the  proposed 
minimum  patient  reporting  thresholds 
for  Physician  Quality  Reporting  System 
measures  group  reporting  for  the  2013 
and  2014  incentives,  and  the  proposed 
reliability  thresholds  for  the  physician 
value-based  payment  modifier.  We 
invite  comment  on  the  proposed  new 
minimum  patient  sample  size  for 
Physician  Compare,  including  whether 
or  not  we  should  retain  the  existing 
threshold  of  25  patients. 

Furthermore,  in  the  Shared  Savings 
Program  final  rule  (76  FR  67948)  as 
codified  at  §425.308,  we  finalized  AGO 
public  reporting  provisions  in  the 
interest  of  promoting  greater 
transparency  regarding  the  ACOs 
participating  in  the  program.  We 
finalized  requirements  for  ACOs  to 
publicly  report  certain  data  as  well  as 
data  that  we  would  publicly  report. 
Because  AGO  providers/suppliers  that 
are  eligible  professionals  are  considered 
to  be  group  practices  for  purposes  of 
qualifying  for  a  Physician  Quality 
Reporting  System  incentive  under  the 
Shared  Savings  Program,  we  indicated 
that  performance  on  quality  measures 
reported  by  ACOs  at  the  AGO  TIN  level, 
on  behalf  of  their  AGO  providers/ 
suppliers  who  are  eligible  professionals, 
using  the  GPRO  web  interface  would  be 
reported  on  Physician  Compare  in  the 
same  way  as  for  the  groups  that  report 
under  the  Physician  Quality  Reporting 
System.  ■ 


In  April  2012,  we  added  functionality 
to  Physician  Compare  allowing  users  to 
search  for  group  practices  in  preparation 
for  the  addition  of  2012  Physician 
Quality  Reporting  System  GPRO  data.  A 
full  Web  site  redesign  is  slated  for  early 
2013  to  further  prepare  the  site  for  the 
introduction  of  quality  data.  With  each 
enhancement,  we  work  to  improve  the 
usability  and  functionality  of  the  site, 
providing  consumers  with  more  tools  to 
help  them  make  informed  healthcare 
decisions. 

In  GY  2012,  we  intend  to  enhance  the 
accuracy  of  “administrative” 
information  displayed  on  the  eligible 
professional’s  profile  page,  and  to  add 
additional  data.  By  “administrative” 
data,  we  are  referring  to  information 
about  eligible  professionals  that  is 
pulled  from  the  Provider  Enrollment, 
Chain,  and  Ownership  System  (PECOS) 
and  other  readily  available  external  data 
sources.  Specifically,  we  intend  to  add 
whether  a  physician/other  health  care 
professional  is  accepting  new  Medicare 
patients,  board  certification  information, 
and  to  improve  the  foreign  language  and 
hospital  affiliation  data.  We  also  intend 
to  include  the  names  of  those  eligible 
professionals  who  participated  in  the 
Medicare  EHR  Incentive  Program  and 
the  names  of  those  eligible  professionals 
who  satisfactorily  participated  under 
the  Physician  Quality  Reporting  System 
GPRO.  We  will  continue  to  update  the 
names  of  those  eligible  professionals 
and  group  practices  who  satisfactorily 
participated  under  the  Physician 
Quality  Reporting  System,  and  those 
who  are  successful  electronic 
prescribers  under  the  eRx  Incentive 
Program  based  on  the  most  recent 
program  year  data  available. 

In  support  of  the  HHS-wide  Million 
Hearts  initiative,  we  propose  to  post  the 
names  of  the  eligible  professionals  who 
report  the  Physician  Quality  Reporting 
System  Cardiovascular  Prevention 
measures  group.  This  is  consistent  with 
the  requirements  under  section  10331  of 
the  Affordable  Care  Act  to  provide 
information  about  physicians  and  other 
eligible  professionals  who  participate  in 
the  Physician  Quality  Reporting  System. 

3.  Future  Development  of  Physician 
Compare 

Consistent  with  Affordable  Care  Act 
requirements,  we  intend  to  phase  in  an 
expansion  of  Physician  Compare  over 
the  next  several  years  by  incorporating 
quality  measures  from  a  variety  of 
sources,  if  technically  feasible.  For  our 
next  phase,  we  propose  to  make  public 
on  Physician  Compare,  performance 
rates  on  the  quality  measures  that  group 
practices  submit  through  the  GPRO  web 
interface  under  the  2013  Physician 


Quality  Reporting  System  GPRO  and  the 
Medicare  Shared  Savings  Program.  We 
anticipate  that  the  2013  Physician 
Quality  Reporting  System  GPRO  web 
interface  measures  data  would  be  posted 
no  sooner  than  2014.  This  data  would 
include  measure  performance  rates  for 
measures  included  in  the  2013 
Physician  Quality  Reporting  System 
GPRO  web  interface  that  meet  the 
proposed  minimum  sample  size  of  20 
patients,  and  that  prove  to  be 
statistically  valid  and  reliable. 

When  technically  feasible,  but  no 
earlier  than  2014,  we  propose  to 
publicly  report  composite  measures  that 
reflect  group  performance  across  several 
related  measures.  As  an  initial  step  we 
intend  to  develop  disease  module  level 
composite  scores  for  Physician  Quality 
Reporting  System  GPRO  measures. 

Under  the  Medicare  Shared  Savings 
Program,  ACOs  are  required  to  report  on 
composite  measures  for  Diabetes 
Mellitus  (DM)  and  Coronary  Artery 
Disease  (CAD)  (76  FR  67891). 
Accordingly,  in  an  effort  to  align  the 
PQRS  GPRO  measures  with  the  GPRO 
measures  under  the  Shared  Savings 
Program,  we  have  proposed  in  Table  35 
of  this  proposed  rule  to  add  composite 
measures  for  DM  and  CAD  into  the 
Physician  Quality  Reporting  System 
starting  in  2013.  We  will  also  consider 
future  development  of  composites  for 
the  remaining  disease  level  modules 
within  the  GPRO  web  interface.  As  more 
data  are  added  to  Physician  Compare 
over  time,  we  will  consider  adding 
additional  disease  level  composites 
across  measure  types  as  technically 
feasible  and  statistically  valid. 

Consistent  with  the  requirement 
under  section  10331(a)(2)  under  the 
Affordable  Care  Act  to  implement  a  plan 
to  make  publically  available  comparable 
information  on  patient  experience  of 
caire  measures,  we  propose  to  add 
patient  experience  survey-based 
measures  such  as,  but  not  limited  to,  the 
Clinician  and  Group  Consumer 
Assessment  of  Healthcare  Providers  and 
Systems  (CG-CAHPS).  As  discussed  in 
section  G.6'.c.  of  this  proposed  rule,  we 
propose  to  collect  the  following  patient 
experience  of  care  measures  for  group 
practices  participating  in  the  Physician 
Quality  Reporting  System  GPRO; 

•  CAHPS:  Getting  Timely  Care, 
Appointments,  and  Information 

•  CAHPS:  How  Well  Your  Doctors 
Communicate 

•  CAHPS:  Patients’  Rating  of  Doctor 

•  CAHPS:  Access  to  Specialists 

•  CAHPS:  Health  Promotion  and 
Education 

These  measures  capture  patients’ 
experiences  with  clinicians  and  their 
staff,  and  patients’  perception,  of  care. 
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We  propose,  no  earlier  than  2014,  to 
publicly  report  2013  patient  experience 
data  for  all  group  practices  participating 
in  the  2013  Physician  Quality  Reporting 
System  GPRO,  not  limited  to  those 
groups  participating  via  the  GPRO  web 
interface,  on  Physician  Compare.  At 
least  for  2013,  we  intend  to  administer 
and  collect  patient  experience  survey 
data  on  a  sample  of  the  group  practices’ 
beneficiaries.  As  we  intend  to 
administer  and  collect  the  data  for  these 
surveys,  we  do  not  anticipate  any 
notable  burden  on  the  groups. 

For  ACOs  participating  in  the  Shared 
Savings  Program,  consistent  with  the 
Physician  Quality  Reporting  System 
proposal  to  publicly  report  patient 
experience  measures  on  Physician 
Compare  starting  in  2013,  we  propose  to 
publicly,  report  patient  experience  data 
in  addition  to  the  measure  data  reported 
through  the  GPRO  web  interface. 
Specifically*  the  patient  experience 
measures  that  would  be  reported  for 
ACOs  include  the  CAHPS  measures  in 
the  Patient/Caregiver  Experience 
domain  finalized  in  the  Shared  Savings 
Program  final  rule  (76  FR  67889): 

•  CAHPS:  Getting  Timely  Care, 
Appointments,  and  Information 

•  CAHPS:  How  Well  Your  Doctors 
Communicate 

•  CAHPS:  Patients’  Rating  of  Doctor 

•  CAHPS:  Access  to  Specialists 

•  CAHPS:  Health  Promotion  and 
Education 

•  CAHPS:  Shared  Decision  Making 

For  patient  experience  data  reported 

under  either  the  Physician  Quality 
Reporting  System  GPRO  or  the  Medicare 
Shared  Savings  Program,  we  also 
considered  an  alternative  option  of 
providing  confidential  feedback  to 
group  practices  and  ACOs  using  2013 
patient  experience  data  before  publicly 
reporting  patient  experience  data  on 
Physician  Compare.  In  lieu  of  publicly 
reporting  the  patient  experience  data 
relating  to  2013  Physician  Quality 
Reporting  System  GPRO  and  ACOs 
participating  in  the  Shared  Savings 
Program,  we  considered  using  the  2013 
results  as  a  baseline  to  be  shared 
confidentially  with  the  group  practices 
and  ACOs,  during  which  time  the  group 
practices  and  ACOs  would  have  the 
opportunity  to  review  their  data,  and 
hnplement  changes  to  improve  patient 
experience  scores.  Under  this 
alternative  option,  program  year  2014 
patient  experience  data  would  be  the 
first  to  be  publicly  reported  on 
Physician  Compare,  and  we  would 
publicly  report  2014  patient  experience 
data  for  ACOs  and  group  practices 
participating  in  the  2014  Physician 
Quality  Reporting  System  GPRO  on 
Physician  Compare  no  earlier  than  2015. 


We  invite  public  comment  on  our 
proposal  to  begin  publicly  reporting 
patient  experience  data  for  program  year 
2013,  and  also  the  alternative  option  of 
delaying  public  reporting  of  patient 
experience  of  care  data  on  P%sician 
Compare  until  program  year  2014  in 
order  to  give  group  practices  and  ACOs 
the  opportunity  to  make  changes  to  the 
processes  used  in  their  practices  based 
on  the  review  of  their  data  from  program 
year  2013. 

As  we  continue  to  improve 
administrative  and  provider  level  data, 
we  propose  posting  the  names  of  those 
physicians  who  earned  a  Physician 
Quality  Reporting  System  Maintenance 
of  Certification  Program  incentive  as 
data  becomes  available,  but  no  sooner 
than  2014.  Additionally,  we  are 
considering  allowing  measures  that 
have  been  developed  and  collected  by 
approved  and  vetted  specialty  societies 
to  be  reported  on  Physician  Compare,  as 
deemed  appropriate,  and  as  they  are 
found  to  be  scientifically  sound  and 
statistically  valid.  We  propose  including 
additional  claims-based  process, 
outcome  and  resource  use  measures  on 
Physician  Compare,  and  intend  to  align 
measure  selection  for  Physician 
Compare  with  measures  selected  for  the 
Value  Based  Modifier  (section  III.K). 

As  an  initial  step,  we  propose  to 
include  group  level  ambulatory  care 
sensitive  condition  admission  measures 
of  potentially  preventable 
hospitalizations  developed  by  the  HHS 
Agency  for  Healthcare  Research  and 
Quality  (AHRQ)  that  meet  the  proposed 
minimum  sample  size  of  20  patients, 
and  that  prove  to  be  statistically  valid 
and  reliable  (measure  details  are 
available  at  http:// 
www.qualitymeasures.ahrq.gov/ 
content.aspx?id=27275].  We  propose 
reporting  these  measures  on  Physician 
Compare  no  earlier  than  2015  for  those 
group  practices  comprised  of  2 — 99 
eligible  professionals  participating  in 
the  proposed  2014  physician  Quality 
Reporting  System  GPRO,  and  for  ACOs. 
As  our  next  step,  we  propose  to  publicly 
report  performance  rates  on  quality 
measures  included  in  the  2015 
Physician  Quality  Reporting  System  and 
value-based  payment  modifier  for 
individual  eligible  professionals. 

Further  details  on  what  measures  would 
be  included  in  the  2015  reporting  period 
will  be  addressed  in  future  rule  making. 
Public  reporting  of  2015  PQRS  and 
administrative  claims-based  quality 
measures  for  individuals  would  occur 
no  earlier  than  2016.  For  all  measures 
publicly  reported  on  the  Physician 
Compare  Web  site,  we  propose  to  post 
a  standard  of  care,  such  as  those 
endorsed  by  the  National  Quality 


Forum.  Such  information  will  serve  as 
a  standard  for  consumers  to  measure 
individual  provider,  and  group  level 
data. 

We  are  committed  to  making 
Physician  Compare  a  constmctive  tool 
for  Medicare  beneficiaries,  successfully 
meeting  the  Affordable  Care  Act 
mandate,  and  in  doing  so,  providing 
consumers  with  information  needed' to 
make  informed  healthcare  decisions. 

CMS  has  developed  a  plan,  and  started 
to  implement  a  phased  approach  to 
adding  quality  data  to  Physician 
Compare.  We  believe  a  staged  approach 
to  public  reporting  of  physician 
information  allows  for  the  use  of 
information  currently  available  while 
we  develop  the  infrastructure  necessary 
to  support  the  collection  of  additional 
types  of  measures  and  public  reporting 
of  individual  physicians’  quality 
measure  performance  results. 
Implementation  of  subsequent  phases  of 
the  plan  will  need  to  be  developed  and 
addressed  in  future  notice  and  comment 
rulemaking,  as  needed. 

We  invite  comments  regarding  our 
proposals  to:  (1)  Reduce  the  minimum 
reporting  threshold  fi-om  25  patients  to 
20  patients  for  reporting  on  Physician 
Compare;  (2)  post  the  names  of  the 
eligible  professionals  who  report  the 
Physician  Quality  Reporting  System 
Cardiovascular  Prevention  measures 
group  for  purposes  of  recognition  and  in 
support  of  the  Million  Hearts  Initiative; 
(3)  develop  composite  measures  at  the 
disease  module  level,  initially  with  CY 

2013  GPRO  data,  and  incorporating 
additional  measures;  (4)  to  publicly 
report  2013  patient  experience  data  for 
group  practices  participating  in  the  2013 
Physician  Quality  Reporting  System 
GPRO,  or  who  are  part  of  an  AGO  under 
the  Medicare  Shared  Savings  Program, 
on  the  Physician  Compare  Web  site  no 
earlier  than  2014;  (5)  the  alternative 
option  of  providing  confidential 
feedback  to  group  practices  and  ACOs 
on  2013  patient  experience  data  to  allow 
them  to  make  necessary  changes  to  their 
processes  prior  to  publicly  reporting  of 

2014  patient  experience  data  on 
Physician  Compare;  (6)  report  names  of 
participants  who  earn  a  2013  Physician 
Quality  Reporting  System  Maintenance 
of  Certification  Program  Incentive  no 
earlier  than  2014;  (7)  allow  measures 
that  have  been  developed  and  collected 
by  specialty  societies  to  be  reported  on 
the  Physician  Compare  Web  site  as 
deemed  appropriate;  (8)  to  report  2014 
group  level  ambulatory  care,  sensitive 
condition  measures  of  potentially 
preventable  hospitalizations  developed 
by  the  AHRQ  no  earlier  than  2015  for 
groups'participating  in  the  2014 
Physician  Quality  Reporting  System  and 
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ACOs,  (measure  details  are  available  at 
http://www.qualitymeasures.ahrq.gov/ 
content.aspx?id=27275y,  (9)  publicly 
report  performance  on  2015  Physician 
Quality  Reporting  System  amd  value- 
based  payment  modifier  quality 
measures  for  individuals.  Public 
reporting  of  2015  Physician  Quality 
Reporting  System  and  claims  derived 
quality  measures  for  individuals  would 
occur  no  earlier  than  2016;  and  (10)  post 
a  standard  of  care  for  measures  posted 
on  Physician  Compare.  For  the  above 
proposals,  we  note  that  we  would  only 
post  data  on  Physician  Compare  if  it  is 
technically  feasible;  the  data  is 
available;  the  system  is  set  up/adjusted 
to  post  information  and  the  data  is 
useful,  sufficiently  reliable,  and 
accurate. 

G.  Physician  Payment,  Efficiency,  and 
Quality  Improvements — Physician 
Quality  Reporting  System 

There  are  several  healthcare  quality 
improvement  programs  that  affect 
physician  payments  under  the  Medicare 
PFS.  The  National  Quality  Strategy 
establishes  three  aims  for  quality 
improvement  across  the  nation:  better 
health,  better  healthcare,  and  lower 
costs.  This  strategy,  the  first  of  its  kind, 
outlines  a  national  vision  for  quality 
improvement  and  creates  an 
opportunity  for  programs  to  align 
quality  measurement  and  incentives 
across  the  continuum  of  care.  CMS 
believes  that  this  alignment  is  especially 
critical  for  programs  involving 
physicians.  The  proposals  that  follow 
facilitate  the  alignment  of  programs, 
reporting  systems,  and  quality  measures 
to  make  this  vision  a  reality.  We  believe 
that  alignment  of  CMS  quality 
improvement  programs  will  decrease 
the  burden  of  participation  on 
physicians  and  allow  them  to  spend 
more  time  and  resources  caring  for 
beneficiaries.  Furthermore,  as  the 
leaders  of  care  teams  and  the  healthcare 
systems,  physicians  and  other  clinicians 
serve  beneficiaries  both  as  frontline  and 
system-wide  change  agents  to  improve 
quality.  CMS  believes,  however,  that  in 
order  to  improve  quality,  physicians 
must  first  engage  in  quality 
measurement  and  reporting.  It  is  CMS’s 
intent  that  the  following  proposals  will 
improve  alignment  of  physician-focused 
quality  improvement  programs, 
decrease  the  burden  of  successful 
participation  on  physicians,  increase 
engagement  of  physicians  in  quality 
improvement,  and  ultimately  lead  to 
higher  quality  care  for  beneficiaries. 

This  section  contains  our  proposals 
■  related  to  the  Physician  Quality 
Reporting  System  (PQRS).  The  PQRS,  as 
set  forth  in  section  1848(a),  (k),  and  (m) 


of  the  Act,  is  a  quality  reporting 
program  that  provides  incentive 
payments  and  payment  adjustments  to 
eligible  professionals  who  satisfactorily 
report  data  on  quality  measures  for 
covered  professional  services  furnished 
during  a  specified  reporting  period.  We 
note  that,  in  developing  these  proposals, 
it  was  our  goal  to  align  program 
requirements  between  these  quality 
reporting  programs,  such  as  the  eRx 
Incentive  Program,  EHR  Incentive 
Program,  Medicare  Shared  Savings 
Program,  and  value-based  payment 
modifier,  wherever  possible.  We  believe 
that  alignment  of  these  quality  reporting 
programs  will  lead  to  greater  overall 
participation  in  these  programs,  as  well 
as  minimize  the  reporting  burden  on 
eligible  professionals. 

For  example,  we  have  aligned  the 
definition  of  group  practice  under  the 
eRx  Incentive  Program  with  PQRS’ 
definition  of  group  practice.  Our 
proposals  with  respect  to  reporting  as  a 
group  practice  for  the  eRx  Incentive 
Program  are  intended  to  conform  to  our 
proposals  for  reporting  as  a  group 
practice  for  PQRS. 

With  respect  to  integration  with  the 
EHR  Incentive  Program,  section 
1848(m)(7)  of  the  Act  requires  us  to 
develop  a  plan  to  integrate  reporting  on 
quality  measures  under  the  PQRS  with 
reporting  requirements  under  the  EHR 
Incentive  Program.  We  began  integrating 
requirements  for  these  two  programs  in 
2012  with  the  alignment  of  reporting 
requirements  via  the  Physician  Quality 
Reporting  System — Medicare  EHR 
Incentive  Pilot  (76  FR  73422)  and  the 
alignment  of  reportable  EHR  measures 
(76  FR  73364).  Our  proposals  in  this 
section  are  intended  to  move  the  PQRS 
and  EHR  Incentive  Program  towards 
greater  alignment,  benefiting  those 
eligible  professionals  who  wish  to 
participate  in  both  programs.  The  vision 
is  to  report  once  for  multiple  programs 
on  a  set  of  measures  aligned  across 
programs  and  with  the  National  Quality 
Strategy. 

With  respect  to  integration  with  the 
value-based  payment  modifier,  we  note 
that  we  began  our  efforts  to  integrate  our 
program  requirements  with  the  value- 
based  payment  modifier  in  the  CY  2012 
Medicare  PFS  final  rule,  when  CY  2013 
was  established  as  the  reporting  period 
for  the  2015  PQRS  payment  adjustment 
(76  FR  73391)  and  the  initial 
performance  period  for  the  application 
of  the  value  modifier  (76  FR  73435).  Our 
proposals  in  this  section,  particularly  as 
they  relate  to  the  proposed  requirements 
for  satisfactory  reporting  for  the  PQRS 
payment  adjustments,  are  intended  to 
align  with  the  proposals  for  the 
application  of  the  value  modifier. 


The  regulation  governing  the  PQRS  is 
located  at  §  414.90.  The  program 
requirements  for  years  2007-2012  of  the 
PQRS  that  were  previously  established, 
as  well  as  information  on  the  PQRS, 
including  related  laws  and  established 
requirements,  are  available  at  https:// 
www.cms.gov/Medicare/QuaIity- 
Initiatives-Patient-Assessment- 
Instruments/PQRS/index.html.  Please 
also  note  that  in  this  proposed  rule,  we 
are  proposing  to  make  technical  changes 
to  §  414.90  to  aid  in  the  readability  of 
the  regulation. 

1.  Methods  of  Participation 

There  are  two  ways  an  eligible 
professional  can  participate  in  the 
PQRS:  (1)  as  in  individual  or  (2)  as  part 
of  a  group  practice  participating  in  the 
PQRS  group  practice  reporting  option 
(GPRO). 

a.  Participation  as  an  Individual  Eligible 
Professional 

(1)  Participation  for  the  2013  and  2014 
Incentives 

As  defined  at  §  414.90(b)  the  term 
“eligible  professional”  means  any  of  the 
following:  (1)  A  physician;  (2)  a 
practitioner  described  in  section 
1842(b)(18)(C)  of  the  Act;  (3)  a  physical 
or  occupational  therapist  or  a  qualified 
speech-language  pathologist;  or  (4)  a 
qualified  audiologist.  For  more 
information  on  which  professionals  are 
eligible  to  participate  in  the  Physician 
Quality  Reporting  System,  we  refer 
readers  to  the  “List  of  Eligible 
Professionals”  download  located  in  the 
“How  to  Get  Started”  section  of  the 
PQRS  CMS  Web  site  at  http:// 
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/PQRS/ 
How_To_Get_Started.html.  There  is  no 
requirement  to  self-nominate  to 
participate  in  PQRS  as  an  individual 
eligible  professional  for  the  incentive  or 
to  use  the  claims,  registry,  or  EHR 
reporting  mechanisms. 

(2)  Proposed  Requirement  for  Eligible 
Professionals  and  Group  Practices 
Electing  To  Use  the  Administrative 
Claims-based  Reporting  Mechanism  for 
the  2015  and  2016  Payment 
Adjustments 

Unlike  using  the  traditional  PQRS 
reporting  mechanisms  (claims,  registry, 
EHRs)  to  satisfy  the  reporting 
requirements  for  the  2015  and  2016 
payment  adjustments,  we  propose  that 
eligible  professionals  and  group 
practices  wishing  to  use  the 
administrative  claims  reporting 
mechanism,  which  is  discussed  in 
section  K,  and  available  for  the  2015 
and/or  2016  payment  adjustments,  must 
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elect  to  use  the  administrative  claims 
reporting  mechanism  (please  note  that. . 
since  the  same  proposed  requirements 
would  apply  to  both  individual  eligible 
professionals  and  group  practices,  we 
address  both  in  this  discussion).  We 
believe  this  election  requirement  is 
necessary  because  CMS  must  be  notified 
that  CMS  must  analyze  and  calculate 
data  from  an  eligible  professional  or 
group  practice’s  claims.  This  election 
requirement  is  not  necessary  for  eligible 
professionals  and  group  practices  using 
traditional  PQRS  reporting  mechanisms 
because,  for  these  traditional  reporting 
mechanisms,  CMS  is  not  involved  with 
analyzing  claims  data  to  determine 
whether  a  clinical  quality  action  related 
to  a  quality  measure  was  performed. 

For  eligible  professionals,  we  propose 
that  this  election  process  would  consist 
of  a  registration  statement  that  includes: 
■the  eligible  professional’s  name  and 
practice  name,  the  eligible 
professional’s  TIN  and  NPI  for 
analytical  purposes,  emd  the  eligible 
professional’s  contact  information.  For 
group  practices,  we  propose  that  this 
election  process  would  also  consist  of  a 
registration  statement  that  includes:  The 
group  practice’s  business  name  and 
contact  information,  the  group  practice’s 
TIN,  and  contact  information  of  the 
group  practice’s  contact(s)  who  will  be 
contacted  for  program,  clinical,  and/or 
technical  purposes.  With  respect  to  the 
method  of  submitting  this  registration 
statement,  we  propose  the  following 
options: 

— If  technically  feasible,  submission  of 
this  statement  via  the  Web  and 
— If  technically  feasible,  submission  of 
an  eligible  professional’s  or  group 
practice’s  intent  to  register  to  use  the 
administrative  claims-based  reporting 
mechanism  by  placing  a  G-code  on  at 
least  1  Medicare  Part  B  claim. 

In  the  event  the  two  proposed  options 
are  not  technically  feasible,  we  also 
considered  allowing  for  submission  of 
the  registration  statement  by  submitting 
a  mailed  letter  to  CMS  at  Centers  for 
Medicare  &  Medicaid  Services,  Office  of 
Clinical  Standards  and  Quality,  Quality 
Measurement  and  Health  Assessment 
Croup,  7500  Security  Boulevard,  Mail 
Stop  S3-02-01,  Baltimore,  MD  21244- 
1850a.  How'ever,  we  note  that  using  this 
mailing  option  would  be  a  more 
burdensome  and  time-intensive  process 
for  CMS.  We  invite  public  comment  on 
this  considered  option. 

The  eligible  professional  would  be 
required  to  complete  this  election 
process  by  January  31  of  the  applicable 
payment  adjustment  reporting  period 
(for  example,  by  January  31,  2015  for  the 
2015  pajonent  adjustment).  However, 


we  note  that  we  propose  that  we  may  — 
extend  this  deadline  based  on  the 
submission  method  that  is  finalized.  For 
example,  because  processing  mailed 
letters  would  take  the  longest  to  process 
(out  of  the  3  methods),  we  anticipate 
that  if  we  were  to  include  the  option  of 
mailed  letters  the  deadline  for 
submitting  a  mailed  registration  letter 
would  be  January  31  of  the  applicable 
payment  adjustment  reporting  period. 
Since  it  would  be  more  efficient  to 
process  registration  statements  received 
via  the  Web  or  via  a  C-code  on  a  claim, 
we  anticipate  that  we  would  be  able  to 
extend  the  registration  deadline  to  as 
late  as  December  31  of  the  applicable 
payment  adjustment  reporting  period. 
Once  an  eligible  professional  makes  an 
election  to  participate  in  PQRS  using 
the  administrative  claims-based 
reporting  mechanism  for  the  PQRS 
payment  adjustments,  the  eligible 
professional  would  be  assessed  under 
the  administrative  claims-based 
reporting  mechanism. 

For  group  practices  participating  in 
the  CPRO,  we  propose  that  these  group 
practices  would  use  the  2  methods 
described  above  (mailed  letter,  Web,  or 
C-code  submission)  and  have  the  same 
deadline  as  eligible  professionals 
wishing  to  elect  to  use  the 
administrative  claims-based  reporting 
mechanism  for  an  applicable  payment 
adjustment.  In  the  alternative,  we 
propose  that  a  group  practice 
participating  in  the  CPRO  would  be 
required  to  elect  to  use  the 
administrative  claims-based  reporting 
mechanism  in  its  self-nomination 
statement.  We  are  proposing  to  provide 
less  time  for  group  practices  to  elect  to 
use  the  administrative  claims-based 
reporting  mechanism  because  it  is 
necessary  for  CMS  to  receive  this 
information  in  the  beginning  of  the 
applicable  reporting  period  to  indicate 
to  CMS  how  these  group  practices 
should  be  analyzed  throughout  the 
reporting  period.  This  early  notification 
is  especially  important  for  large  group 
practices,  which  may  have  hundreds  or 
thousands  of  eligible  professionals  to 
track  as  a  group  practice.  Therefore,  we 
feel  it  is  appropriate  to  request  that  a 
group  practice  elect  to  use  the 
administrative  claims-based  reporting 
mechanism  when  the  group  practice 
self-nominates. 

We  further  propose  that  an  eligible 
professional  or  group  practice  would  be 
required  to  make  this  election  for  each 
payment  adjustment  year  the  eligible  ‘ 
professional  or  group  practice  seeks  to 
be  analyzed  under  this  mechanism.  For 
example,  if  the  eligible  professional 
seeks  to  report  under  the  administrative 
claims  mechanism  for  the  2015  and 


2016  payment  adjustments,  the  eligible 
professional  would  be  required  to  make 
this  election  by  the  applicable  deadline, 
for  the  2015  payment  adjustment  and 
again  by  the  applicable  deadline,  for  the 
2016  payment  adjustment.  We  invite 
public  comment  on  the  proposed 
election  requirement  for  eligible 
professionals  and  group  practices 
electing  to  participate  in  the  2015  and 
2016  payment  adjustments  using  the 
administrative  claims-based  reporting 
mechanism. 

b.  Participation  as  a  Croup  Practice  in 
the  CPRO 

(1)  Proposed  Definition  of  Croup 
Practice 

We  propose  to  modify  §  414.90(b)  to 
define  group  practice  as  “a  single  Tax 
Identification  Number  (TIN)  with  2  or 
more  eligible  professionals,  as  identified 
by  their  individual  National  Provider 
(NPI),'  who  have  reassigned  their 
Medicare  billing  rights  to  the  TIN.”  We 
are  proposing  to  change  the  number  of 
eligible  professionals  comprising  a 
PQRS  group  practice  fi'om  25  or  more  to 
2  or  more  to  allow  all  groups  of  smaller 
sizes  to  participate  in  the  CPRO.  We 
believe  that  expanding  the  scope  of 
group  practices  eligible  to  participate 
under  the  program  will  lead  to  greater 
program  participation.  To  participate  in 
the  CPR(3,  a  group  practice  would  be 
required  to  meet  this  proposed 
definition  at  all  times  during  the 
reporting  period  for  the  program  year  in 
which  the  group  practice  is  selected  to 
participate  in  the  CPRO.  We  invite 
public  comment  on  the  proposed 
definition  of  group  practice. 

(2)  Proposed  Election  Requirement  for 
Croup  Practices  Selected  To  Participate 
in  the  CPRO 

We  established  the  process  for  group 
practices  to  be  selected  to  participate  in 
the  CPRO  in  the  CY  2012  PFS  final  rule 
with  comment  period  (76  FR  73316). 
However,  this  section  contains 
additional  processes  with  respect  to  a 
group  practice’s  self-nomination 
statement  that  we  are  proposing  for 
group  practices  selected  to  participate  in 
the  CPRO  for  2013  and  beyond.  With 
respect  to  the  requirement  that  group 
practices  wishing  to  participate  in  the 
CPRO  submit  a  self-nomination 
statement  (76  FR  73316),  for  2012,  we 
accepted  these  self-nomination 
statements  via  a  letter  accompanied  by 
an  electronic  file  submitted  in  a  format 
specified  by  CMS  because  it  was  not 
operationally  feasible  to  receive  self¬ 
nomination  statements  via  the  Web  at 
that  time.  In  the  CY  2012  Medicare  PFS 
final  rule  with  comment  period,  we 
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noted  that  we  anticipated  that  CMS 
would  have  the  ability  to  collect  self¬ 
nomination  statements  via  the  Web  for 
the  2013  Physician  Quality  Reporting 
System.  We  are  therefore  proposing  that, 
for  2013  and  beyond,  a  group  practice 
must  submit  its  self-nomination 
statement  via  the  Web. 

We  note  that  this  Web-based 
functionality  is  still  being  developed  by 
CMS.  Therefore,  in  the  event  this  Web- 
based  functionality  would  not  be 
available  in  time  to  accept  self¬ 
nomination  statements  for  the  2013 
Physician  Quality  Reporting  System,  we 
propose  that,  in  lieu  of  submitting  self¬ 
nomination  statements  via  the  Web,  a 
group  practice  would  be  required  to 
submit  its  self-nomination  statement  via 
a  letter  accompanied  by  an  electronic 
file  submitted  in  a  format  specified  by 
CMS  (such  as  a  Microsoft  excel  file).  We 
propose  that  this  self-nomination 
statement  would  be  mailed  to  the 
following  address;  Centers  for  Medicare 
&  Medicaid  Services,  Office  of  Clinical 
Stanidards  and  Quality,  Quality 
Measurement  and  Health  Assessment 
Group,  7500  Security  Boulevard,  Mail 
Stop  S3-02-01,  Baltimore,  MD  21244- 
1850.  If  mailing  the  self-nomination 
statement,  we  would  require  that  this 
self-nomination  statement  be  received 
by  no  later  than  5  p.m.  Eastern  Standard 
Time  on  January  31  of  the  year  in  which 
the  group  practice  wishes  to  participate 
in  the  CPRO. 

In  the  CY  2012  Medicare  PFS  final 
rule  with  comment  period,  we  also 
established  what  information  is  required 
to  be  included  in  a  group  practice’s  self¬ 
nomination  statement  (76  FR  73316).  In 
previous  years,  the  group  practice  only 
had  one  reporting  mechanism  available 
on  which  to  report  data  on  PQRS  quality 
measures:  The  GPRO  web-interface. 
However,  beginning  2013,  we  are 
proposing  to  allow  group  practices  to 
report  data  on  quality  measures  using 
the  claims,  registry,  and  EHR-based 
reporting  mechanisms  for  the  PQRS 
incentive  and  payment  adjustment. 
Additionally,  we  are  proposing  to  allow 
group  practices  to  use  the  proposed 
administrative  claims  reporting  option. 
We  propose  that  a  group  practice 
wishing  to  participate  in  the  GPRO  for 
a  program  year  would  be  required  to 
indicate  the  reporting  mechanism  the 
group  practice  intends  to  use  for  the 
applicable  reporting  period  in  its  self¬ 
nomination  statement.  Furthermore, 
once  a  group  practice  is  selected  to 
participate  in  the  GPRO  and  indicates 
which  reporting  mechanism  the  group 
practice  would  use,  we  propose  that  the 
group  practice  would  not  be  allowed  to 
change  its  selection.  Therefore,  under 
this  proposal,  the  reporting  mechanism 


the  group  practice  indicates  it  will  use 
in  its  self-nomination  statement  for  the 
applicable  reporting  period  would  be 
the  only  reporting  mechanism  under 
which  CMS  will  analyze  the  group 
practice  to  determine  whether  the  group 
practice  has  met  the  criteria  for 
satisfactory  reporting  for  the  PQRS 
incentive  and/or  payment  adjustment. 

We  acknowledge  that  this  proposal 
would  depart  from  the  way  we  analyze 
an  individual  eligible  professional,  as 
CMS  analyzes  an  individual  eligible 
professional  (who  is  permitted  to  use 
multiple  reporting  mechanisms  during  a 
reporting  period)  under  every  reporting 
method  the  eligible  professional  uses. 
Unfortunately,  due  to  the  complexity  of 
analyzing  group  practices  under  the 
GPRO,  such  as  having  to  associate 
multiple  NPIs  under  a  single  TIN,  it  is 
not  technically  feasible  for  us  to  allow 
group  practices  using  the  GPRO  to  use 
multiple  reporting  mechanisms  or 
switch  reporting  mechanisms  during  the 
reporting  period.  We  invite  public 
comment  on  the  proposed  election 
requirement  and  the  proposed 
restriction  noted  above  for  group 
practices  under  the  GPRO  for  2013  and 
beyond. 

(3)  Proposed  GPRO  Selection  Process 

Group  practices  must  be  selected  by 
CMS  to  participate  in  the  PQRS  GPRO 
for  a  program  year.  Please  note  that  if  a 
group  practice  is  selected  to  participate 
in  the  PQRS  as  a  GPRO,  the  eligible 
professionals  in  the  selected  group 
practice  cannot  participate  in  the  PQRS 
individually.  When  selecting  group 
practices  to  participate  in  the  GPRO, 
CMS  bases  its  decision  on  the 
information  the  group  practice  provides 
in  its  self-nomination  statement.  We 
believe  that  changes  in  a  group 
practice’s  size  or  TIN  constitute  such  a 
significant  change  in  the  group 
practice’s  composition  that  it  would 
cause  CMS  to  reconsider  its  decision  to 
allow  the  group  practice  to  participate 
in  the  GPRO  for  the  applicable  program 
year.  Specifically,  we  understand  that  a 
group  practice’s  size  may  vary 
throughout  the  program  year.  For 
example,  we  understand  that  eligible 
professionals  enter  into  and  leave  group 
practices  throughout  the  year.  Similarly, 
we  understand  that  group  practices  may 
undergo  business  reorganizations  during 
the  program  year.  We  note  that  size 
fluctuations  may  affect  the  criteria 
under  which  a  group  practice  would  use 
to  report  after  being  selected  to 
participate  in  the  GPRO.  As  indicated  in 
section  III.G.4.,  we  are  proposing  that 
groups  of  varying  sizes  be  subject  to 
different  criteria  for  satisfactory 
reporting  for  the  2013  and  2014 


incentives,  as  well  as  for  the  payment 
adjustments.  Therefore,  we  propose 
that,  for  analysis  purposes,  the  size  of 
the  group  practice  must  be  established 
at  the  time  the  group  practice  is  selected 
to  participate  in  the  GPRO.  We  invite 
public  comment  on  this  proposal. 

We  also  understand  that,  for  various 
reasons,  a  group  practice  may  change 
TINs  within  a  program  year.  For 
example,  a  group  practice  may  undergo 
a  mid-year  reorganization  that  leads  to 
the  group  practice  changing  its  TIN  mid¬ 
year.  We  propose  that,  if  a  group 
practice  changes  its  TIN  after  the  group 
practice  is  selected  to  participate  in  the 
GPRO,  the  group  practice  cannot 
continue  participate  in  PQRS  as  a 
GPRO.  We  consider  the  changing  of  a 
group  practice’s  TIN  a  significant 
change  to  the  makeup  of  the  group 
practice,  as  the  group  practice  is 
evaluated  under  the  TIN  the  group 
practice  provided  to  CMS  at  the  time  the 
group  is  selected  to  participate  in  the 
GPRO  for  the  applicable  year.  Therefore, 
we  view  a  group  practice  that  changes 
its  TIN  as  an  entirely  new  practice, 
associated  with  a  new  TIN.  We 
understand  that  this  proposal  may  pose 
a  disadvantage  for  those  group  practices 
who  find  it  beneficial  to  report  PQRS 
quality  measures  using  the  GPRO. 
However,  we  note  that  eligible 
professionals  in  a  group  practice  that 
has  changed  its  TIN  within  a  year  may 
still  participate  as  individuals.  We 
invite  public  comment  on  this  proposal. 

We  understand  that  a  group  practice 
may  decide  not  to  participate  in  PQRS 
using  the  GPRO  after  being  selected. 
Therefore,  we  propose  that  group 
practices  be  provided  with  an 
opportunity  to  opt  out  of  participation 
in  the  GPRO  after  selection.  We  note 
that  it  is  necessary  for  a  group  practice 
to  indicate  to  CMS  the  group  practices’ 
intent  not  to  use  the  GPRO  because, 
once  a  group  practice  is  selected  to 
participate  in  the  GPRO  for  the 
applicable  reporting  period,  CMS  will 
not  separately  assess  the  NPLs  associated 
with  the  group  practice’s  TIN  to  see  if 
they  meet  the  criteria  for  satisfactory 
reporting  for  individual  eligible 
professionals.  Therefore,  CMS  must  be 
notified  of  the  group  practice’s  decision 
not  to  participate  in  the  GPRO  so  the 
eligible  professionals  within  the  group 
practice  could  be  assessed  at  the 
individual  TIN/NPI  level.  We  propose 
that  group  practices  have  until  April  1 
of  the  year  of  the  applicable  reporting 
period  (for  example,  by  April  1,  2013  for 
reporting  periods  occurring  in  2013)  to 
opt  out  of  participating  in  the  GPRO.  We 
invite  public  comment  on  the  proposed 
selection  process  for  group  practices 
wishing  to  participate  in  the  GPRO. 
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(4)  Proposed  Requirement  for  Group 
Practices  Electing  To  Use  the 
Administrative  Claims-Based  Reporting 
Mechanism  for  2015  and  2016  Payment 
Adjustments 

We  propose  an  election  requirement 
for  group  practices  that  elect  to 
participate  in  the  PQRS  for  the  2015  and 
2016  payment  adjustment  using 
administrative  claims-hased  reporting 
mechanism,  which  is  discussed  in  full 
in  section  III.G.5.  (which  also  addresses 
election  requirements  for  eligible 
professionals).  We  seek  comment  on  our 
proposal  on  election  requirements  for 
group  practices  that  intend  to  report 
using  the  proposed  administrative 
claims  reporting  option  for  the  2015  and 
2016  payment  adjustment. 

2.  Proposed  Reporting  Periods  for  the 
PQRS  Payment  Adjustments  for  2016 
and  Beyond 

For  the  PQRS  incentives,  we 
previously  established  12  and  6-month 
reporting  periods  for  satisfactorily 
reporting  PQRS  quality  measures  at 
§  414.90(f)(1).  Under  section 
1848(a)(8)(C)(iii)  of  the  Act,  we  are 
authorized  to  specify  the  quality 
reporting  period  (reporting  period)  with 
respect  to  a  payment  adjustment  year. 

We  propose  to  modify  the  regulation  to 
establish  the  reporting  periods  for  the 
PQRS  payment  adjustments  for  2015 
and  beyond. 

For  the  2015  payment  adjustment,  in 
the  CY  2012  Medicare  PFS  final  rule,  we 
established  CY  2013  (that  is,  January  1, 
2013  through  December  31,  2013)  as  the 
reporting  period  for  the  2015  payment 
adjustment  (76  FR  73392).  We 
established  a  12-month  reporting  period 
occurring  2  years  prior  to  the 
application  of  the  payment  adjustments 
for  group  practices  and  for  individual 
eligible  professionals  to  allow  time  to 
perform  all  reporting  analysis  prior  to 
applying  payment  adjustments  on 
eligible  professionals’  Medicare  Part  B 
PFS  claims.  However,  we  note  that  we 
might  specify  additional  reporting 
periods  for  the  2015  payment 
adjustment.  To  coincide  with  the  6- 
month  reporting  period  associated  with 
the  2013  incentive  for  the  reporting  of 
measures  groups  via  registry,  we 
propose  to  modify  the  regulation  at 
newly  designated  §  414.90(h)  to  add  a  6- 
month  reporting  period  occurring  July  1, 
2013 — December  31,  2013,  for  the  2015 
payment  adjustment  for  the  reporting  of 
measures  groups  via  registry. 

For  2016  payment  adjustments,  to 
coincide  with  the  reporting  periods  for 
the  2014  incentive,  we  propose  to 
modify  the  regulation  at  newly 
designated  §  414.90(h)  to  specify  a  12- 


month  (January  1,  2014 — December  31, 
2014)  and,  for  individual  eligible 
professionals  reporting  measures  groups 
via  registry  only,  a  6-month  (July  1, 

2014 — December  31,  2014)  reporting 
periods  for  the  2016  payment 
adjustments. 

We  believe  that  data  on  quality 
measures  collected  based  on  12-months 
provides  a  more  accurate  assessment  of 
actions  performed  in  a  clinical  setting 
than  data  collected  based  on  a  6-month 
reporting  period.  Therefore,  it  is  our 
intention  to  move  towards  using  solely 
a  12-month  reporting  period  once  the 
reporting  periods  for  the  2013  and  2014 
incentives  conclude.  Therefore,  for' 
payment  adjustments  occurring  in  2017 
and  beyond,  we  propose  to  modify  the 
regulation  at  newly  designated 
§  414.90(h)  to  specify  only  a  12-month 
reporting  period  occurring  January  1- 
December  31,  that  falls  2  years  prior  to 
the  applicability  of  the  respective 
payment  adjustment  (for  example, 
January  1,  2015  through  December  31, 
2015,  for  the  2017  payment  adjustment). 
We  invite  public  comment  on  the 
proposed  reporting  periods  for  the 
PQRS  payment  adjustments  for  2015 
and  beyond. 

3.  Proposed  Requirements  for  the  PQRS 
Reporting  Mechanisms 

This  section  contains  our  proposals 
for  the  following  reporting  mechanisnas; 
Claims,  registry,  EHR  (including  direct 
EHR  products  and  EHR  data  submission 
vendor  products),  GPRO  web-interface, 
and  administrative  claims.  We 
previously  established  at  §  414.90(f)(2) 
that  eligible  professionals  reporting 
individually  may  use  the  claims, 
registry,  and  EHR-based  reporting 
mechanisms.  We  propose  to  modify 
§  414.90  to  allow  group  practices 
comprised  of  2-99  eligible  professionals 
to  use  the  claims,  registry,  and  EHR- 
based  reporting  mechanisms  as  well, 
because  we  recognize  the  need  to 
provide  varied  reporting  criteria  for 
smaller  group  practices,  particularly 
since  we  are  proposing  to  expand  the 
definition  of  group  practice.  For 
example,  we  understand  that  a  smaller 
group  practice  may  not  have  a 
sufficiently  varied  practice  to  be  able  to 
meet  the  proposed  satisfactory  reporting 
criteria  for  the  GPRO  web-interface  that 
would  require  a  smaller  group  practice 
to  report  on  all  of  the  proposed  PQRS 
quality  measures  specified  in  Table  35. 
These  proposals  are  reflected  in  our 
proposed  changes  to  §414.90,  which  we 
are  proposing  to  re-designate  §  414.90(g) 
and  §  414.90(h).  We  invite  public 
comment  on  this  proposal  to  make  the 
claims,  registry,  and  EHR-based 


reporting  options  applicable  to  group 
practices. 

a.  Claims-Based  Reporting:  Proposed 
Requirements  for  Using  Claims-Based 
Reporting  for  2013  and  Beyond 

Eligible  professionals  and  group 
practices  wishing  to  report  data  on 
PQRS  quality  measures  via  claims  for 
the  incentives  and  for  the  payment 
adjustments  must  submit  quality  data 
codes  (QDCs)  on  claims  to  CMS  for 
analysis.  QDCs  for  the  eligible 
professional’s  or  group  practice’s 
selected  PQRS  (individual  or  measures 
groups)  quality  measures  that  are 
reported  on  claims  may  be  submitted  to 
CMS  at  any  time  during  the  reporting 
period  for  the  respective  program  year. 
However,  as  required  by  section 
1848(m)(l)(A)  of  the  Act,  all  claims  for 
services  furnished  during  the  reporting 
period,  would  need  to  be  processed  by 
no  later  than  the  last  Friday  occurring 
two  months  after  the  end  of  the 
reporting  period,  to  be  included  in  the 
program  year’s  PQRS  analysis.  For 
example,  all  claims  for  services 
furnished  during  a  reporting  period  that 
occurs  during  calendar  year  2013  would 
need  to  be  processed  by  no  later  than 
the  last  Friday  of  the  second  month  after 
the  end  of  the  reporting  period,  that  is, 
processed  by  February  28,  2014  for  the 
reporting  periods  that  end  December  31, 
2013.  In  addition,  after  a  claim  has  been 
submitted  and  processed,  we  propose  at 
re-designated  §  414.90(g)(2)(i)(A)  and 
newly  added  §414.90(h)(2)(i)(A)  to 
indicate  that  EPs  cannot  submit  QDCs 
on  claims  that  were  previously 
submitted  and  processed  (for  example, 
for  the  sole  purpose  of  adding  a  QDC  for 
the  PQRS).  We  invite  public  comment 
on  our  proposed  requirements  for  using 
the  claims-hased  reporting  mechemism 
for  the  incentives  and  for  the  payment 
adjustments  for  2013  and  beyond. 

b.  Registry-Based  Reporting 

(1)  Proposed  Qualification 
Requirements  for  Registries  for  2013  and 
Beyond 

For  2013  and  beyond,  we  propose  that 
registries  wishing  to  submit  data  on 
PQRS  quality  measures  for  a  particular 
reporting  period  would  be  required  to 
be  qualified  for  each  reporting  period 
the  registries  wish  to  submit  quality 
measures  data.  This  qualification 
process  is  necessary  to  verify  that 
registries  are  able  to  submit  data  on 
PQRS  quality  measures  on  behalf  of 
eligible  professionals  and  group 
practices  to  CMS.  Registries  who  wish 
to  become  qualified  to  report  PQRS 
quality  measures  for  a  reporting  period 
undergo  (1)  a  self-nomination  process 
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and  (2)  a  qualification  process 
regardless  of  whether  the  registry  was 
qualified  the  previous  program  year. 

For  the  selfinomination  process,  we 
propose  that  the  self-nomination 
process  would  consist  of  the  submission 
of  a  self-nomination  statement 
submitted  via  the  web  by  January  31  of 
each  year  in  which  the  registry  seeks  to 
submit  data  on  PQRS  quality  measures 
on  behalf  of  eligible  professionals  and 
group  practices.  For  example,  registries 
that  wish  to  become  qualified  to  report 
data  in  2013  under  the  program,  that  is, 
to  report  during  all  of  the  reporting 
periods  for  the  2013  incentive  and  the 
2015  payment  adjustment,  would  be 
required  to  submit  its  self-nomination 
statement  by  January  31,  2013.  VVe 
propose  that  the  self-nomination 
statement  contain  all  of  the  following 
information: 

•  The  name  of  the  registry. 

•  The  reporting  period  start  date  the 
registry  will  cover. 

•  The  measure  numbers  for  the  PQRS 
quality  measures  on  which  the  registry 
is  reporting. 

We  note  that  CMS  is  currently 
developing  the  functionality  to  accept 
registry  self-nomination  statements  via 
the  web  and  anticipate  development  of 
this  functionality  to  be  complete  for 
registries  to  submit  their  self¬ 
nomination  statements  via  the  web  in 
2013.  However,  in  the  event  that  it  is 
not  technically  feasible  to  collect  this 
self-nomination  statement  via  the  web, 
we  propose  that  registry  vendors  would 
submit  its  self-nomination  statement  via 
a  mailed  letter  to  CMS.  The  self¬ 
nomination  statement  would  be  mailed 
to  the  following  address:  Centers  for 
Medicare  &  Medicaid  Services,  Office  of 
Clinical  Standards  and  Quality,  Quality 
Measurement  and  Health  Assessment 
Group,  7500  Security  Boulevard,  Mail 
Stop  S3-02-01,  Baltimore,  MD  21244- 
1850.  We  propose  that  these  self¬ 
nomination  statements  must  be  received 
by  CMS  by  5  Eastern  Standard  Time  on 
January  31  of  the  applicable  year. 

For  the  qualification  process,  we 
propose  that  all  registries,  regardless  of 
whetheF  or  not  they  have  been  qualified 
to  report  PQRS  quality  measures  in  a 
prior  program  year,  undergo  a 
qualification  process  to  verify  that  the 
registry  is  prepared  to  submit  data  on 
PQRS  quality  measures  for  the  reporting 
period  in  which  the  registry  seeks  to  be 
qualified.  To  become  qualified  for  a 
particular  reporting  period,  we  propose 
that  a  registry  would  be  required  to: 

•  Be  in  existence  as  of  January  1  the 
year  prior  to  the  program  year  in  which 
the  registry  seeks  qualification  (for 
example,  January  1,  2012,  to  be 
qualified  to  submit  data  in  2013). 


•  Have  at  least’ 25  participants  by 

January  1  the  year  prior  to  the  program 
yecir  in  which  the  registry  seeks  * 

qualification  (for  example,  January  1, 

2012,  to  be  qualified  for  the  reporting 
periods  occurring  in  2013). 

•  Provide  at  least  1  feedback  report  to 
participating  eligible  professionals  and 
group  practices  for  each  program  year  in 
which  the  registry  submits  data  on 
PQRS  quality  measures  on  behalf  of 
eligible  professionals  and  group 
practices.  This  feedback  reporting 
would  be  based  on  the  data  submitted 
by  the  registry  to  CMS  for  the  applicable 
reporting  period  or  periods  occurring 
during  the  program  year.  For  example, 
if  a  registry  was  qualified  for  the 
reporting  periods  occurring  in  2013,  the 
registry  would  be  required  to  provide  a 
feedback  report  to  all  participating 
eligible  professionals  and  group 
practices  based  on  all  12  and  6-month 
reporting  periods  for  the  2013  incentive 
and  the  12-month  reporting  period  for 
2015  payment  adjustment.  Although  we 
propose  to  require  that  qualified 
registries  provide  at  least  1  feedback 
report  to  all  participating  eligible 
professionals  and  group  practices,  we 
encourage  registries  to  provide  an 
additional,  interim  feedback  report,  if 
feasible,  so  that  an  eligible  professional 
may  determine  what  steps,  if  any,  are 
needed  to  meet  the  criteria  for 
satisfactory  reporting. 

•  For  purposes  of  distributing 
feedback  reports  to  its  participating 
eligible  professionals  and  group 
practices,  the  registry  must  collect  each 
participating  eligible  professional’s 
email  address  and  have  documentation 
from  each  participating  eligible 
professional  authorizing  the  release  of 
his  or  her  email  address. 

•  Not  be  owned  or  managed  by  an 
individual,  locally-owned,  single¬ 
specialty  group  (for  example,  single¬ 
specialty  practices  with  only  1  practice 
location  or  solo  practitioner  practices 
would  be  precluded  from  becoming  a 
qualified  PQRS  registry). 

•  Participate  in  all  ongoing  PQRS 

mandatory  support  conference  calls  and 
meetings  hosted  by  CMS  for  the 
program  year  in  which  the  registry  seeks 
to  be  qualified.  For  example,  a  registry 
wishing  to  be  qualified  for  reporting  in 
2013  would  be  required  to  participate  in 
all  mandatory  support  conference  calls 
hosted  by  CMS  related  reporting  in  2013 
under  the  PQRS.  -- 

•  Be  able  to  collect  all  needed  data 
elements  and  transmit  to  CMS  the  data 
at  the  TIN/NPI  level  for  at  least  3 
measures. 

•  Be  able  to  calculate  and  submit 
measure-level  reporting  rates  and/or, 
upon  request,  the  data  elements  needed 


to  calculate  the  reporting  rates  by  TIN/ 
NPI. 

•  Be  able  to  calculate  and  submit,  by 
TIN/NPI,  a  performance  rate  (that  is,  the 
percentage  of  a  defined  population  who 
receive  a  particulcur  process  of  care  or 
achieve  a  particular  outcome  based  on 

a  calculation  of  the  measure’s  numerator 
and  denominator  specifications)  for 
each  measure  on  which  the  eligible 
professional  or  group  practice  (as 
identified  by  the  TIN/NPI)  reports  and/ 
or,  upon  request,  the  Medicare 
beneficiary  data  elements  needed  to 
calculate  the  reporting  rates. 

•  Be  able  to  separate  out  and  report 
on  Medicare  Part  B  FFS  patients. 

•  Report  the  number  of  eligible 
instances  (reporting  denominator). 

•  Report  the  number  of  instances  a 
quality  service  is  performed  (reporting/ 
performance  numerator). 

•  Report  the  number  of  performance 
exclusions,  meaning  the  quality  action 
was  not  performed  for  a  valid  reason  as 
defined  by  the  measure  specification. 

•  Report  the  number  of  reported 
instances,  performance  not  met, 
meaning  the  quality  action  was  not 
performed  for  any  valid  reason  as 
defined  by  the  measure  specification. 
Please  note  that  an  eligible  professional 
receives  credit  for  reporting,  not 
performance. 

•  Be  able  to  transmit  data  on  PQRS 
quality  measures  in  a  CMS-approved 
XML  format. 

•  Comply  with  a  CMS-specified 
secure  method  for  data  submission, 
such  as  submitting  the  registry’s  data  in 
an  XML  file  through  an  identity 
management  system  specified  by  CMS 
or  another  CMS-approved  method,  such 
as  use  of  appropriate  Nationwide  Health 
Information  Network  specifications,  if 
technically  feasible. 

•  Submit  an  acceptable  “validation 
strategy’’  to  CMS  by  March  31  of  the 
reporting  year  the  registry  seeks 
qualification  (for  example,  if  a  registry 
wishes  to  become  qualified  for  reporting 
in  2013,  this  validation  strategy  would 
be  required  to  be  submitted  to  CMS  by 
March  31,  2013).  A  validation  strategy 
details  how  the  registry  will  determine 
whether  eligible  professionals  and 
group  practices  have  submitted 
accurately  and  on  at  least  the  minimum 
number  (80  percent)  of  their  eligible 
patients,  visits,  procedures,  or  episodes 
for  a  given  measure.  Acceptable 
validation  strategies  often  include  such 
provisions  as  the  registry  being  able  to 
conduct  random  sampling  of  their 
participant’s  data,  but  may  also  be  based 
on  other  credible  means  of  verifying  the 
accuracy  of  data  content  and 
completeness  of  reporting  or  adherence 
to  a  required  sampling  method. 
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•  Perform  the  validation  outlined  in 
the  strategy  and  send  the  results  to  CMS 
by  June  30  of  the  year  following  the  * 
reporting  period  (for  example,  June  30, 
2014,  for  data  collected  in  the  reporting 
periods  occurring  in  2013). 

•  Enter  into  and  maintain  with  its 
participating  professionals  an 
appropriate  Business  Associate 
agreement  that  provides  for  the 
registry’s  receipt  of  patient-specific  data 
from  the  eligible  professionals  and 
group  practices,  as  well  as  the  registry’s 
disclosure  of  quality  measure  results 
and  numerator  and  denominator  data 
and/or  patient-specific  data  on  Medicare 
beneficiaries  on  behalf  of  eligible 
professionals  and  group  practices  who 
wish  to  participate  in  the  PQRS. 

•  Obtain  and  keep  on  file  signed 
documentation  that  each  holder  of  an 
NPI  whose  data  are  submitted  to  the 
registry  has  authorized  the  registry  to 
submit  quality  measure  results  and 
numerator  and  denominator  data  and/or 
patient-specific  data  on  Medicare 
beneficiaries  to  CMS  for  the  purpose  of 
PQRS  participation.  This 
documentation  would  be  required  to  be 
obtained  at  the  time  the  eligible 
professional  signs  up  with  the  registry 
to  submit  PQRS  quality  measures  data 
to  the  registry  and  would  be  required  to 
meet  any  applicable  laws,  regulations, 
and  contractual  business  associate 
agreements. 

•  Upon  request  and  for  oversight 
purposes,  provide  CMS  access  to  review 
the  Medicare  beneficiary  data  on  which 
PQRS  registry-based  submissions  are 
founded  or  provide  to  CMS  a  copy  of 
the  actual  data. 

•  Provide  CMS  a  signed,  wrritten 
attestation  statement  via  mail  or  email 
which  states  that  the  quality  measure 
results  and  any  and  all  data  including 
numerator  and  denominator  data 
provided  to  CMS  are  accurate  and 
complete. 

•  Use  PQRS  measure  specifications 
and  the  CMS  provided  measure 
calculation  algorithm,  or  logic,  to 
calculate  reporting  rates  or  performance 
rates  unless  otherwise  stated.  We  will 
provide  registries  a  standard  set  of  logic 
to  calculate  each  measure  and/or 
measures  group  they  intend  to  report  for 
each  reporting  period. 

•  Provide  a  calculated  result  using 
the  CMS-supplied  measure  calculation 
logic  and  XML  file  format  for  each 
measure  that  the  registry  intends  to 
calculate.  The  registries  may  be  required 
to  show  that  they  can  calculate  the 
proper  measure  results  (that  is, 
reporting  and  performance  rates)  using 
the  CMS-supplied  logic  and  send  the 
calculated  data  back  to  CMS  in  the 
specified  format.  The  registries  will  be 


required  to  send  in  test  files  with 
fictitious  data  in  the  designated  file 
format. 

•  Describe  to  CMS  the  cost  for  eligible 
professionals  and  group  practices  that 
the  registry  charges  to  submit  PQRS 
and/or  eRx  Incentive  Program  data  to 
CMS. 

•  Agree  to  verify  the  information  and 
qualifications  for  the  registry  prior  to 
posting  (includes  names,  contact, 
measures,  cost,  etc.)  and  furnish/ 
support  all  of  the  services  listed  for  the 
registry  on  the  CMS  Web  site. 

•  Agree  that  the  registry’s  data  for 
Medicare  beneficiaries  may  be  inspected 
or  a  copy  requested  by  CMS  and 
provided  to  CMS  under  our  oversight 
authority. 

•  Be  able  to  report  consistent  with  the 
satisfactory  reporting  criteria 
requirements  for  the  PQRS  incentives 
and  payment  adjustments. 

In  addition  to  meeting  all  the 
requirements  specified  previously  for 
the  reporting  of  individual  quality 
measures  via  registry,  for  registries  that 
intend  to  report  on  PQRS  measures 
groups,  we  propose  that  these  registries, 
regardless  of  whether  or  not  registries 
were  qualified  in  previous  years,  would 
be  required  to: 

•  Indicate  the  reporting  period 
chosen  for  each  eligible  professional 
who  chooses  to  submit  data  on 
measures  groups. 

•  Base  reported  information  on 
measures  groups  only  on  patients  to 
whom  services  were  furnished  during 
the  relevant  reporting  period. 

•  If  the  registry  is  reporting  using  the 
measures  group  option  for  20  patients, 
the  registry  on  behalf  of  the  eligible 
professional  may  include  non- 
identifiable  data  for  non-Medicare 
beneficiaries  as  long  as  these  patients 
meet  the  denominator  of  the  measure 
and  the  eligible  professional  includes  a 
majority  Medicare  Part  B  patients  in 
their  cohort  of  20  patients  for  the 
measures  group. 

We  intend  to  post  the  final  list  of 
registries  qualified  for  each  reporting 
period  by  the  Summer  of  each  the  year 
in  which  the  reporting  periods  occur  on 
the  CMS  Web  site  at  http:/ /http:/ / 
www.cms.gov/Medicare/Quality- 
Initiatives-Paiient-Assessment- 
Instruments/PQRS/index.html.  For 
example,  we  intend  to  post  the  list  of 
registries  qualified  for  2013  reporting 
periods  by  the  Summer  2013.  For  each 
reporting  period,  the  list  of  qualified 
registries  would  contain  the  following 
information:  the  registry  name,  registry 
contact  information,  the  measures  and/ 
or  measures  group(s)  the  registry  is 
qualified  and  intends  to  report  for  the 
respective  reporting  period. 


This  proposed  registry  qualification 
process  is  largely  the  same  process  we 
established  to  qualify  registries  for  the 
reporting  periods  occurring  in  2012.  We 
are  proposing  a  similar  process  to  the 
2012  qualification  process  because, 
registries  are  already  familiar  with  this 
qualification  process,  so  we  believe 
there  would  be  a  greater  likelihood  that 
registries  wishing  to  be  qualified  to 
report  quality  measures  data  for  a 
particular  reporting  period  would  be 
able  to  pass  the  qualification  process. 

We  believe  this  will  provide  eligible 
professional  with  more  qualified 
registry  products  from  which  to  choose. 

Lastly,  in  the  CY  2012  Medicare  PFS 
proposed  rule,  we  raised  the  issue  of 
disqualifying  registries  that  submit 
inaccurate  data  (76  FR  42845).  We  did 
not  adopt  a  disqualification  process  but 
noted  the  importance  of  such  a  process, 
as  well  as  our  intention  to  provide 
detailed  information  regarding  a 
disqualification  process  in  future 
rulemaking  (76  FR  73322).  In  an  effort 
to  ensure  that  registries  provide  accurate 
reporting  of  quality  measures  data,  we 
propose  to  modify  §  414.90  to  indicate 
that  we  would  audit  qualified  registries. 
If,  during  the  audit  process,  we  find  that 
a  qualified  registry  has  submitted 
grossly  inaccurate  data,  we  propose, 
under  §  414.90,  to  indicate  that  we 
would  disqualify  such  a  registry  from 
the  subsequent  year  under  the  program, 
meaning  that  a  registry  would  not  be 
allowed  to  submit  PQRS  quality 
measures  data  on  behalf  of  eligible 
professionals  and  group  practices  for  the 
next  year.  Under  this  proposal,  a 
disqualified  registry  would  not  be 
included  in  the  list  of  qualified 
registries  that  is  posted  for  the 
applicable  reporting  periods  under 
which  the  registry  attempted  to  qualify. 
For  example,  if  a  qualified  registry 
submits  quality  measures  data  for  the 
reporting  periods  occurring  in  2013  but 
is  then  audited  and  later  disqualified, 
the  registry  would  not  be  allowed  to 
submit  PQRS  quality  measures  data  on 
behalf  of  participating  eligible 
professionals  and  group  practices  to 
CMS  for  the  reporting  periods  occurring 
in  2014  or  later.  One  example  of 
submitting  grossly  inaccurate  data  that 
CMS  has  encountered  in  the  past  is  if  a 
registry  reports  inaccurate  TIN/NPIs  on 
5  percent  or  more  of  the  registry’s 
submission.  As  CMS  calculates  data  on 
a  TIN/NPI  level,  it  is  important  for 
registries  to  provide  correct  TIN/NPI 
information.  We  invite  public  comment 
as  to  the  threshold  of  grossly  inaccurate 
data  for  the  purpose  of  disqualifying  a 
registry. 

Under  our  proposal,  our  decision  to 
disqualify  would  be  final.  We  further 
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propose  to  post  a  registry’s 
disqualification  status  on  the  CMS  Web 
site  at  https://www.cms.gov/Medicare/ 
Quality-Initiatives-Paiient-Assessment- 
Instruments/PQRS/index.html. 

In  proposing  registry  disqualification, 
we  considered  other  alternatives,  such 
as  placing  registries  in  a  probationary 
status.  However,  we  believe  it  is 
important  for  registries  to  submit  correct 
data  once  it  is  qualified  to  submit  data 
on  behalf  of  its  eligible  professionals 
and  therefore,  find  that  immediate 
disqualification  to  be  appropriate.  This 
becomes  especially  important 
particularly  as  the  program  moves  from 
the  use  of  incentives  to  payment 
adju.stments. 

We  invite  public  comment  on  our 
proposals  regarding  registry 
qualification  and  disqualification  for 
2013  and  beyond. 

In  addition,  the  Nationwide  Health 
Information  Network  (NwHIN)  is  an 
initiative  developed  by  the  Department 
of  Health  and  Human  Services  that 
provides  for  the  exchange  of  healthcare 
information.  Traditionally,  CMS  has  not 
collected  data  received  via  a  registry 
through  NwHIN.  However,  we  strive  to 
encourage  the  collection  of  data  via  the 
NwHIN  and  intend  to  do  so  when  it  is 
technically  feasible  to  do  so  (as  eeuly  as 
2014).  Therefore,  we  seek  public 
comment  on  collecting  data  via  registry 
for  PQRS  via  NwHIN. 

c.  EHR-Based  Reporting 

(1)  Proposed  Requirements  for  a 
Vendor’s  Direct  EHR  Products  for  2014 
and  Beyond 

We  are  proposing  to  modify 
§  414.90(b)  to  define  a  direct  electronic 
health  record  (EHR)  product  as  “an 
electronic  health  record  vendor’s 
product  and  version  that  submits  data 
on  Physician  Quality  Reporting  System 
measures  directly  to  CMS.”  Please  note 
that  the  self-nomination  and 
qualification  requirements  for  a 
vendor’s  direct  EHR  products  for  2012 
and  2013  were  established  in  the  CY 
2012  Medicare  PFS  final  rule  (76  FR 
73323). 

In  lieu  of-continuing  this  process  in 
future  years  of  the  program,  we  propose 
to  no  longer  require  qualification  of  EHR 
products  in  order  to  be  used  for 
reporting  under  the  PQRS.  Although  we 
would  still  allow  EHR  vendors  to 
submit  test  files  to  the  PQRS  and 
continue  to  provide  support  calls,  we 
would  no  longer  require  vendors  to 
undergo  this  testing  process.  Although 
vendors  and  their  products  would  no 
longer  be  required  to  undergo  this 
testing  or  qualification  process,  we 


propose  that  CMS  would  only  accept 
the  data  if  the  data  are: 

•  Transmitted  in  a  CMS-approved 
XML  format  utilizing  a  Clinical 
Document  Architecture  (CDA)  standard 
such  as  Quality  Reporting  Data 
Architecture  (QRDA)  level  1  and 

•  In  compliance  with  a  CMS- 
specified  secure  method  for  data 
submission,  such  as  submitting  the 
direct  EHR  vendor’s  data  (for  testing) 
through  an  identity  manigement  system 
specified  by  CMS  or  another  approved 
method. 

In  addition,  upon  request  and  for 
oversight  purposes,  we  propose  that  the 
vendor  would  still  be  expected  to 
provide  CMS  access  to  review  the 
Medicare  beneficiary  data  on  which 
PQRS  direct  EHR-based  submissions  are 
founded  or  provide  to  CMS  a  copy  of 
the  actual  data.  CMS,  however,  would 
no  longer  be  posting  a  list  of  qualified 
EHR  vendors  and  their  products  on  the 
CMS  Web  site.  Therefore,  eligible 
professionals  would  need  to  work  with 
their  respective  EHR  vendor  to 
determine  whether  their  specific  EHR 
product  has  undergone  any  testing  with 
the  PQRS  and/or  whether  their  EHR 
product  can  produce  and  transmit  the 
data  in  the  CMS-specified  format  and 
manner.  While  we  no  longer  believe  that 
this  process  is  necessary,  we  invite 
public  comment  as  to  whether  CMS 
should  continue  to  require  that  direct 
EHR  products  undergo  self-nomination 
and  qualification  processes  prior  to  • 
being  authorized  to  submit  quality 
measures  data  to  CMS  for  PQRS 
reporting  purposes. 

We  are  proposing  to  not  to  continue 
the  qualification  requirement  (that  is,  no 
longer  propose  this  process  for  future 
years  of  the  program)  because  we 
believe  adequate  checks  are  in  place  to 
ensure  that  a  direct  EHR  product  is  able 
to  submit  quality  measures  data  for  the 
PQRS.  For  example,  to  the  extent 
possible,  we  intend  to  align  with  the 
Medicare  EHR  Incentive  Program  with 
respect  to  our  criteria  for  satisfactory 
reporting  and  measures  available  for 
reporting  under  the  EHR-based 
reporting  mechanism.  The  Medicare 
EHR  Incentive  Program  requires  that  a 
vendor’s  EHR  system  be  certified  under 
the  program  established  by  the  Office  of 
the  National  Coordinator  for  Health 
Information  Technology  (ONC).  In 
future  years,  we  anticipate  that  the  ONC 
certification  process  could  include 
testing  related  to  the  reporting  of  the 
proposed  PQRS  EHR  measures 
indicated  in  Tables  32  and  33,  since  we 
are  proposing  to  align  the  PQRS  EHR- 
based  measures  with  the  measures 
available  for  reporting  under  the  EHR 
Incentive  Program.  We  invite  public 


comment  as  to  whether,  in  lieu  of 
qualification,  CMS  should  require  that 
direct  EHR  products  that  would  be  used 
to  submit  data  on  PQRS  quality 
measures  for  a  respective  reporting 
period  be  classified  as  certified  under 
the  program  established  by  ONC. 

Please  note  that,  regardless  of  whether 
the  qualification  process  is  in  place  and 
not  withstanding  any  CEHRT 
requirements  that  may  apply,  we  note 
that  eligible  professionals  bear  the 
burden  of  determining  choosing  a  direct 
EHR  product  that  is  able  to  adequately 
submit  PQRS  quality  measures  data  to 
CMS. 

We  also  invite  public  comment  on  the 
above  proposals  related  to  the  proposed 
requirements  for  direct  EHR  products. 

In  addition,  the  Nationwide  Health 
Information  Network  (NwHIN)  is  an 
initiative  developed  by  the  Department 
of  Health  and  Human  Services  that 
provides  for  the  exchange  of  healthcare 
information.  Traditionally,  CMS  has  not 
collected  data  received  via  a  direct  EHR 
product  through  NwHIN,  but  we  would 
like  to  encourage  this  method  with  EHR- 
based  reporting.  However,  we  strive  to 
encourage  the  collection  of  data  via  the 
NwHIN  and  intend  to  do  so  when  it  is 
technically  feasible  to  do  so  (as  early  as 
2014).  Therefore,  we  seek  public 
comment  on  collecting  data  via  an  EHR 
for  PQRS  via  NwHIN. 

(2)  Proposed  Requirements  for  a 
Vendor’s  EHR  Data  Submission  Vendor 
Products  for  2013  and  Beyond 

The  EHR  data  submission  vendor 
reporting  mechanism  was  a  mechanism 
that  was  newly  established  in  the  CY 
2012  Medicare  PFS  final  rule  (76  FR 
73324).  We  indicated  that  these  EHR 
data  submission  vendors,  some  of  which 
included  previous  registries,  were 
entities  that  are  able  to  receive  and 
transmit  clinical  quality  data  extracted 
from  an  EHR  to  CMS.  We  propose  to 
modify  §  414.90(b)  to  define  an 
electronic  health  record  (EHR)  data 
submission  vendor  as  “an  electronic 
health  record  vendor’s  product  and 
version  that  acts  as  an  intermediary  to 
submit  data  on  Physician  Quality 
Reporting  System  measures  on  behalf  of 
an  eligible  professional  or  group 
practice.” 

Please  note  that  the  qualification 
requirements  for  a  vendor’s  EHR  data 
submission  vendor  products  for  2013 
were  established  in  the  CY  2012 
Medicare  PFS  final  rule  (76  FR  73327). 
Specifically,  we  established  that  a 
qualification  and  testing  process  would 
occur  in  2012  to  qualify  EHR  data 
submission  vendor  products  to  submit 
PQRS  quality  measures  data  for 
reporting  periods  occurring  in  CY  2013. 
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Operationally,  we  were  unable  to 
establish  a  qualification  and  testing 
process  in  2012  to  qualify  EHR  data 
submission  vendor  products  for 
reporting  periods  occurring  in  CY  2013. 
Therefore,  we  propose  to  perform,  in 
2013,  the  qualification  and  testing 
process  established  in  the  CY  2012 
Medicare  PFS  final  rule  (76  FR  73327) 
that  was  supposed  to  occur  in  2012.  We 
invite  public  comment  on  this  proposal. 

As  for  2014  and  beyond,  we  propose 
to  no  longer  qualify  EHR  data 
submission  vendor  products  in  order  to 
use  such  products  under  the  PQRS  for 
the  same  reasons  we  have  articulated  in 
our  proposal  not  to  continue  qualifying 
direct  EHR  products.  Although  we 
would  still  allow  EHR  data  submission 
vendors  to  submit  test  files  to  the  PQRS 
and  continue  to  provide  support  calls, 
we  would  no  longer  require  vendors  to 
undergo  this  testing  process.  Although 
EHR  data  submission  vendor  products 
would  no  longer  be  required  to  undergo 
this  testing  or  qualification  process,  we 
propose  that  CMS  would  only  accept 
the  data  if  the  data  are; 

•  Transmitted  in  a  CMS-approved 
XML  format  utilizing  a  Clinical 
Document  Architecture  (CDA)  standard 
such  as  Quality  Reporting  Data 
Architecture  (QRDA)  level  1  and  for 
EHR  data  submission  vendors  who 
intend  to  report  for  purposes  of  the 
proposed  PQRS  Medicare  EHR  Incentive 
Program  pilot,  if  the  aggregate  data  are 
transmitted  in  a  CMS-approved  XML 
format. 

•  In  compliance  with  a  CMS- 
specified  secure  method  for  data 
submission. 

In  addition,  upon  request  and  for 
oversight  purposes,  we  propose  that  the 
vendor  would  still  be  expected  to 
provide  CMS  access  to  review  the 
Medicare  beneficiary  data  on  which 
PQRS  direct  EHR-based  submissions  are 
founded  or  provide  to  CMS  a  copy  of 
the  actual  data.  CMS,  however,  would 
no  longer  be  posting  a  list  of  qualified 
EHR  data  submission  vendors  on  the 
CMS  Web  site.  Therefore,  eligible 
professionals  would  need  to  work  with 
their  respective  EHR  data  submission 
vendor  to  determine  whether  the  vendor 
has  undergone  any  testing  with  the 
PQRS  and/or  whether  EHR  data 
submission  vendor  can  produce  and 
transmit  the  data  in  the  CMS-specified 
format  and  manner. 

We  invite  public  comment  on  our 
proposal  to,  beginning  2014,  not  require 
qualification  of  EHR  data  submission 
vendor  products.  We  also  invite  public 
comment  as  to  whether  CMS  should 
continue  to  require  that  EHR  data 
submission  vendor  products  undergo 
these  self-nomination  and  qualification 


processes  prior  to  being  authorized  to 
submit  quality  measure  data  to  CMS  on 
an  eligible  professional’s  behalf  for 
PQRS  reporting  purposes. 

We  are  proposing  to  not  to  continue 
the  qualification  requirement  (that  is,  no 
longer  propose  this  process  for  2014  and 
future  years  of  the  program)  because  we 
believe  adequate  checks  are  in  place  to 
ensure  that  a  direct  EHR  product  is  able 
to  submit  quali^  measures  data  for  the 
PQRS.  For  example,  to  the  extent 
possible,  we  intend  to  align  with  the 
Medicare  EHR  Incentive  Program  with 
respect  to  our  criteria  for  satisfactory 
reporting  and  measures  available  for 
reporting  under  the  EHR-based 
reporting  mechanism.  The  Medicare 
EHR  Incentive  Program  requires  that  a 
vendor’s  EHR  system  be  certified  under 
the  program  established  by  the  Office  of 
the  National  Coordinator  for  Health 
Information  Technology  (ONC).  In 
future  years,  we  anticipate  that  the  ONC 
certification  process  could  include 
testing  related  to  the  reporting  of  the 
proposed  PQRS  EHR  measures 
indicated  in  Tables  32  and  33,  since  we 
are  proposing  to  align  the  PQRS  EHR- 
based  measures  with  the  measures 
available  for  reporting  under  the  EHR 
Incentive  Program.  We  invite  public 
comment  as  to  whether,  in  lieu  of 
qualification,  CMS  should  require  that 
EHR  data  submission  vendor  products 
wishing  to  submit  data  on  PQRS  quality 
measures  for  a  respective  reporting 
period  be  certified  under  the  program 
established  by  ONC. 

Please  note  that,  if  the  qualification 
process  is  no  longer  required  or  we  do 
not  require  that  an  EHR  data  submission 
vendor  product  be  certified  under 
ONC’s  program,  we  note  that  eligible 
professionals  bear  the  burden  of 
determining  choosing  an  EHR  data 
submission  vendor  product  that  is  able 
to  adequately  submit  PQRS  quality 
measures  data  to  CMS. 

In  addition,  the  Nationwide  Health 
Information  Network  (NwHIN)  is  an 
initiative  developed  by  the  Department 
of  Health  and  Human  Services  that 
provides  for  the  exchange  of  healthcare 
information.  Traditionally,  CMS  has  not 
collected  data  received  via  an  EHR  data 
submission  vendor  through  NwHIN,  but 
we  would  like  to  encourage  this  method 
with  EHR-based  reporting.  However,  we 
strive  to  encourage  the  collection  of  data 
via  the  NwHIN  and  intend  to  do  so 
when  it  is  technically  feasible  to  do  so 
(as  early  as  2014).  Therefore,  we  seek 
public  comment  on  collecting  data  via 
an  EHR  for  PQRS  via  NwHIN. 


d.  GPRO  Web-Interface:  Proposed 
Requirements  for  Group  Practices  Using 
the  GPRO  Web-Interface  for  2013  eind 
Beyond 

The  GPRO  web-interface  is  a  reporting 
mechanism  established  by  CMS  that  is 
used  by  group  practices  that  are  selected 
to  participate  in  the  GPRO.  For  2013 
and  beyond,  we  propose  to  modify 
newly  designated  §  414.90(g)  and 
§  414.90(h)  to  identify  the  GPRO  web- 
interface  as  a  reporting  mechanism 
available  for  reporting  under  the  PQRS 
by  group  practices  comprised  of  25  or 
more  eligible  professionals.  Consistent 
with  the  GPRO  satisfactory  reporting 
criteria  we  established  for  the  2012 
PQRS  (76  FR  73338),  as  well  as  the 
GPRO  satisfactory  reporting  criteria  we 
are  proposing  for  2013  and  beyond,  we 
propose  to  limit  reporting  via  the  GPRO 
web-interface  during  a  respective 
reporting  period  to  group  practices 
comprised  of  at  least  25  eligible 
professionals  (that  is,  this  reporting 
option  would  not  be  available  to  group 
practices  that  contain  2-24  eligible 
professionals)  and  selected  to 
participate  in  the  GPRO  for  the  year 
under  which  the  reporting  period 
occurs.  For  example,  a  group  practice 
wishing  to  submit  quality  measure  data 
via  the  GPRO  web-interface  for  2013 
must  be  a  group  practice  selected  to 
participate  in  the  GPRO  for  the  2013 
program  year.  We  believe  it  is  necessary 
to  limit  use  of  the  GPRO  web-interface 
to  group  practices  comprised  of  at  least 
25  eligible  professionals  selected  to 
participate  in  the  GPRO  because  the  17 
measures  that  are  proposed  to  be 
reportable  via  the  GPRO  web-interface 
(as  specified  in  Table  35)  reflect  a 
variety  of  disease  modules;  patient/ 
caregiver  experience,  care  coordination/ 
patient  safety,  preventive  health, 
diabetes,  hypertension,  ischemic 
vascular  disease,  heart  failure,  and 
coronary  artery  disease. 

We  believe  that  the  reporting  of  these 
18  proposed  measures  spanning  across 
various  settings  lends  this  reporting 
mechanism  more  ideal  for  larger  group 
practices  that  are  more  likely  to  be 
multi-specialty  practices  (which  are 
typically  group  practices  consisting  of 
larger  than  25  eligible  professionals). 
The  GPRO  web-interface  was  modeled 
after  the  CMS  Physician  Group  Practice 
(PGP)  demonstration,  and  this 
demonstration  was  originally  intended 
for  large  group  practices.  From  our 
experience  with  the  PGP  demonstration, 
we  believe  a  group  practice  comprised 
of  25  eligible  professionals  is  the 
smallest  group  practice  that  could 
benefit  from  use  of  the  GPRO  web- 
interface  as  a  reporting  mechanism.  We 
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also  do  not  believe  that  excluding  group 
practices  comprised  of  2-24  eligible 
professionals  from  using  the  GPRO  web- 
interface  as  a  reporting  mechanism 
would  harm  these  smaller  group 
practices  as  we  are  proposing  to  allow 
groups  comprised  of  2-99  eligible 
professionals  to  report  using  the  claims, 
qualified  registry,  EHR,  and 
administrative  claims-based  reporting 
mechanisms. 

We  propose  to  provide  group 
practices  that  are  selected  to  participate 
in  the  GPRO  using  GPRO  web-interface 
reporting  option  with  access  to  the 
GPRO  web-interface  by  no  later  than  the 
first  quarter  of  the  year  following  the 
end  of  the  reporting  period  under  which 
the  group  practice  intends  to  report.  For 
example,  for  group  practices  selected  for 
the  GPRO  for  the  2013  incentive  using 
the  GPRO  web-interface  tool,  we 
propose  to  provide  group  practices 
selected  to  participate  in  the  GPRO  with 
access  to  the  GPRO  web-interface  by  no 
later  than  the  first  quarter  of  2014  for 
purposes  of  reporting  for  the  applicable 
2013  reporting  period  for  the  incentive. 
In  addition,  should  CMS  encounter 
operational  issues  with  using  the  GPRO 
web-interface,  we  reserve  the  right  to 
use  a  similar  tool  for  group  practices  to 
use  in  lieu  of  reporting  via  the  GPRO 
web-interface.  We  invite  public 
comment  on  our  proposed  requirements 
for  group  practices  using  the  GPRO  web- 
interface  for  2013  and  beyond. 

In  addition,  the  Nationwide  Health 
Information  Network  (NwHIN)  is  an 
initiative  developed  by  the  Department 
of  Health  and  Human  Services  that 
provides  for  the  exchange  of  healthcare 
information.  Traditionally,  CMS  has  not 
collected  data  received  via  the  GPRO 
web-interface  through  NwHIN. 

However,  we  strive  to  encourage  the 
collection  of  data  via  the  NwHIN  and 
intend  to  do  so  when  it  is  technically 
feasible  to  do  so  (as  early  as  2014). 
Therefore,  we  seek  public  comment  on 
■  collecting  data  via  the  GPRO  web- 
interface  for  PQRS  via  NwHIN. 

e.  Administrative  Claims 

For  purposes  of  reporting  for  the  2015 
and  2016  PQRS  payment  adjustments 
only,  we  propose  to  modify  §  414.90(h) 
to  allow  eligible  professionals  and  group 
practices  to  use  an  administrative 
claims  reporting  mechanism.  The 
administrative  claims  reporting 
mechanism  builds  off  of  the  traditional 
PQRS  claims-based  reporting 
mechanism.  Under  the  traditional  PQRS 
claims-based  reporting  mechanism, 
eligible  professionals  and  group 
practices  wishing  to  report  data  on 
PQRS  quality  measures  via  claims  for 
the  incentives  and  for  the  payment 


adjustments  must  submit  quality  data 
codes  (QDCs)  on  claims  to  CMS  for 
analysis.  Under  the  proposed 
administrative  claims  reporting 
mechanism,  unlike  the  traditional 
claims-based  reporting  option,  an 
eligible  professional  or  group  practice 
would  not  be  required  to  submit  QDCs 
on  claims  to  CMS  for  analysis.  Rather, 
CMS  would  analyze  every  eligible 
professional’s  or  group  practice’s 
patient’s  Medicare  claims  to  determine 
whether  the  eligible  professional  or 
group  prcictice  has  performed  any  of  the 
clinical  quality  actions  indicated  in  the 
proposed  PQRS  quality  measures  in 
Table  63.  We  propose  that,  for  purposes 
of  assessing  claims  for  quality  measures 
under  this  option,  all  claims  for  services 
furnished  that  occurs  during  the  2015 
and/or  2016  PQRS  reporting  period 
would  need  to  be  processed  by  no  later 
than  60  days  after  the  end  of  the 
respective  2015  and  2016  payment 
adjustment  reporting  periods  (that  is, 
December  31,  2013  and  December  31, 
2014).  We  invite  public  comment  on  our 
proposed  requirements  for  using  the 
administrative  claims-based  reporting 
mechanism  for  the  2015  and  2016 
payment  adjustments. 

4.  Proposed  Criteria  for  Satisfactory 
Reporting  for  the  2013  and  2014 
Incentives 

For  2013  and  2014,  in  accordance 
with  §  414.90(c)(3),  eligible 
professionals  that  satisfactorily  report 
data  on  PQRS  quality  measures  are 
eligible  to  receive  an  incentive  equal  to 
0.5  percent  of  the  total  estimated 
Medicare  Part  B  allowed  charges  for  all 
covered  professional  services  furnished 
by  the  eligible  professional  or  group 
practice  during  the  applicable  reporting 
period.  This  section  contains  our 
proposed  criteria  for  satisfactory 
reporting  for  the  2013  and  2014 
incentives,  which  are  the  last  two 
incentives  authorized  under  the  PQRS. 

a.  Proposed  Criteria  for  Satisfactory 
Reporting  for  Individual  Eligible 
Professionals 

Please  note  that,  in  large  part,  we  are 
proposing  many  of  the  same  criteria  for 
satisfactory  reporting  for  individual 
eligible  professionals  for  the  2013  and 
2014  incentives  that  we  established’for 
the  2012  incentive,  as  eligible 
professionals  are  already  familiar  with 
these  reporting  criteria. 

(1)  Proposed  Criteria  for  Satisfactory 
Reporting  on  Individual  PQRS  Quality 
Measures  via  Claims 

According  to  the  “2010  Physician 
Quality  Reporting  System  and  eRx 
Reporting  Experience  and  Trends,” 


available  for  viewing  in  the 
“downloads”  section  of  the  main  page 
the  PQRS  Web  site  [http:// 
www.cms.gov/Medicare/QuaIity- 
Initiatives-Patient-Assessment- 
Instrumen  ts/PQRS/in  dex.h  tml) , 
reporting  via  the  claims-based  reporting 
mechanism  was  the  most  commonly 
used  reporting  method.  We  believe  that 
this  trend  continues,  so  we  anticipate 
that,  with  respect  to  the  2013  and  2014 
incentives,  the  criteria  for  satisfactory 
reporting  for  the  claims-based  reporting 
mechanism  will  be  the  method  most 
widely  used  by  individual  eligible 
professionals.  So  as  not  to  change 
reporting  criteria  that  a  large  number  of 
individual  eligible  professionals  are 
familiar  with  using,  we  established  the 
same  reporting  criteria  for  the  2011  and 
2012  incentives  (76  FR  73330). 

Therefore,  for  the  respective  12-month 
reporting  periods  for  the  2013  and  2014 
incentives,  based  on  our  authority  under 
section  1848(m)(3)(D)  of  the  Act  to 
revise  the  reporting  criteria  for 
satisfactory  reporting  specified  under 
the  statute  and  our  desire  to  maintain 
the  same  reporting  criteria  we 
established  for  individual  eligible 
professionals  for  the  2012  PQRS 
incentive  (76  FR  73330),  we  propose  the 
following  criteria  for  satisfactory 
■  reporting  of  PQRS  individual  measures 
for  individual  eligible  professionals 
using  the  claims-based  reporting 
mechanism:  Report  at  least  3  measures, 
OR,  if  less  than  3  measures  apply  to  the 
eligible  professional,  report  1 — 2 
measures,  AND  report  each  measure  for 
at  least  50  percent  of  the  eligible 
professional’s  Medicare  Part  B  FFS 
patients  seen  during  the  reporting 
period  to  which  the  measure  applies. 
Measures  with  a  0  percent  performance 
rate  would  not  be  counted.  For  an 
eligible  professional  who  reports  fewer 
than  3  measures  via  the  claims-based 
reporting  mechanism,  we  propose  that 
the  eligible  professional  be  subject  to 
the  Measures  Applicability  Validation 
(MAV)  process,  which  would  allow  us 
to  determine  whether  an  eligible 
professional  should  have  reported 
quality  data  codes  for  additional 
measures.  We  believe  the  MAV  process 
is  necessary  to  review  whether  there  are 
other  closely  related  measures  (such  as 
those  that  share  a  common  diagnosis  or 
those  that  are  representative  of  services 
typically  provided  by  a  particular  type 
of  eligible  professional).  Under  the  MAV 
process,  if  em  eligible  professional  who 
reports  on  fewer  than  3  measures 
reports  on  a  measure  that  is  part  of  an 
identified  cluster  of  closely  related 
measures,  then  the  eligible  professional 
would  not  qualify  as  a  satisfactory 
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reporter  for  the  2013  and/or  2014 
incentives.  We  are  proposing  this  MAV 
process  for  the  claims-based  reporting 
mechanism  only  because  it  is  more 
likely  for  EPs  to  report  on  more  than  3 
measures  under  the  registry  and  EHR- 
based  reporting  mechanisms,  as  a 
registry  or  EHR  product  will  typically 
automatically  report  on  all  measures 
that  apply  to  the  eligible  professional’s 
practice.  We  note  that,  consistent  with 
section  1848(m)(3)(A){i)  of  the  Act,  this 
proposed  claims-based  reporting  criteria 
is  the  only  proposed  criteria  where  an 
eligible  professional  may  report  on 
fewer  than  3  measures.  We  invite  public 
comment  on  the  proposed  criteria  for 
satisfactory  reporting  of  individual 
measures  by  individual  eligible 
professionals  via  claims  for  the  2013 
and  2014  incentives. 

(2)  Proposed  Criteria  for  Satisfactory 
Reporting  on  Individual  PQRS  Quality 
Measures  via  Registry 

In  addition,  we  note  that  section 
1848(m)(3)(A)(ii)  of  the  Act  provides 
that,  to  meet  the  criteria  for  satisfactory 
reporting  under  PQRS,  an  eligible 
professional  would  be  required  to  report 
on  at  least  3  measures  for  at  least  80 
percent  of  the  cases  in  which  the 
respective  measure  is  reportable  under 
the  system.  Although  we  have  the 
authority  under  section  1848(m)(3)(D)  of 
the  Act  to  revise  the  criteria  for 
satisfactory  reporting,  with  respect  to 
registry-based  reporting,  we  have  largely 
followed  these  reporting  criteria  for  the 
PQRS  incentives.  According  to  the 
“2010  Physician  Quality  Reporting 
System  and  eRx  Reporting  Experience 
and  Trends,”  eligible  professionals  are 
more  likely  to  meet  the  requirements  for 
a  PQRS  incentive  using  the  satisfactory 
reporting  criteria  for  the  registry-based 
reporting  mechanism  than  claims.  In 
fact,  in  2010,  approximately  87  percent 
of  the  eligible  professionals  reporting 
individual  PQRS  quality  measures  via 
registry  were  eligible  and  met  the 
criteria  for  satisfactory  reporting  for  the 
2010  incentive.  Since  eligible 
professionals  have  had  success  with 
using  these  satisfactory  reporting 
criteria,  we  believe  such  criteria  are 
appropriate  and  see  no  reason  to  change 
the  criteria  for  satisfactory  reporting  via 
registry  that  has  been  in  place  since 
2010.  Therefore,  for  those  reasons  and 
our  desire  to  maintain  the  same 
reporting  criteria  we  established  for 
individual  eligible  professionals  for  the 
2012  PQRS  incentive  (76  FR  73331),  we 
propose  the  following  criteria  for 
satisfactory  reporting  of  PQRS 
individual  measures  for  individual 
eligible  professionals  using  the  registry- 
based  reporting  mechanism  for  the  12- 


month  reporting  periods  for  the  2013 
and  2014  incentives,  respectively: 

Report  at  least  3  measures  AND  report 
each  measure  for-  at  least  80  percent  of 
the  eligible  professional’s  Medicare  Part 
B  FFS  patients  seen  during  the  reporting 
period  to  which  the  measure  applies. 
Measures  with  a  zero  percent 
performance  rate  will  not  be  counted. 

We  invite  public  comment  on  the 
proposed  criteria  for  satisfactory 
reporting  of  individual  measures  by 
individual  eligible  professionals  via  a 
registry  for  the  2013  and  2014 
incentives. 

(3)  Proposed  Criteria  for  Satisfactory 
Reporting  on  Individual  PQRS  Quality 
Measures  via  EHR 

As  stated  previously,  section 
1848{m){7)  of  the  Act  requires  us  to 
develop  a  plan  to  integrate  reporting 
requirements  for  PQRS  and  the  EHR 
Incentive  Program.  Therefore,  with 
respect  to  EHR-based  reporting,  it  is  our 
main  goal  to  align  our  EHR  reporting 
requirements  with  the  reporting 
requirements  an  eligible  professional 
must  meet  in  order  to  satisfy  the  clinical 
quality  measure  (CQM)  component  of 
meaningful  use  (MU)  under  the  EHR 
Incentive  Program.  In  the  EHR  Incentive 
Program — Stage  2  NPRM  (77  FR  13698), 
we  proposed  the  CQM  reporting 
requirements  for  the  EHR  Incentive 
Program  for  2013,  2014,  2015,  and 
potentially  subsequent  years.  For  the 
EHR  reporting  periods  in  CY  2013,  we 
proposed  (77  FR  13745)  to  continue  the 
CQM  reporting  requirements  that  were 
established  for  eligible  professionals  for 
CYs  2011  and  2012  in  the  EHR  Incentive 
Program — Stage  1  final  rule  (75  FR 
44398-44411).  Therefore,  to  align  with 
the  reporting  requirements  for  meeting 
the  CQM  component  of  meaningful  use, 
and  based  on  our  authority  under 
section  1848(m)(3)(D)  of  the  Act  to 
revise  the  reporting  criteria  for 
satisfactory  reporting  identified  under 
the  statute,  we  propose  the  following 
criteria  for  the  12-month  reporting 
period  for  the  2013  incentive: 

•  As  required  by  the  Stage  1  final 
rule,  eligible  professionals  must  report 
on  three  Medicare  EHR  Incentive 
Program  core  or  alternate  core  measures, 
plus  three  additional  measures.  The 
EHR  Incentive  Program’  core,  alternate 
core,  and  additional  measures  can  be 
found  in  Table  6  of  the  EHR  Incentive 
Program’s  Stage  1  final  rule  (75  P’R 
44398)  orjn  Tables  32  and  33  of  this 
section.  We  refer  readers  to  the 
discussion  in  the  Stage  1  final  rule  for 
further  explanation  of  the  requirements 
for  reporting  those  CQMs  (75  FR  44398 
through  44411). 


Under  this  proposal,  eligible 
professionals  using  these  reporting 
criteria  would  be  required  to  report  on 
6  measures.  For  the  proposed  PQRS 
EHR  measures  that  are  also  Medicare 
EHR  Incentive  Program  core,  alternate 
core,  or  additional  measures  that  the 
eligible  professional  reports  (75  FR 
44398  through  44411),  an  eligible 
professional  would  be  required  to  report 
the  applicable  measure  for  100  percent 
of  the  eligible  professionals  Medicare 
Part  B  FFS  patients. 

In  addition,  we  note  that  section 
1848(m)(3)(A)(ii)  of  the  Act  provides 
that,  to  meet  the  criteria  for  satisfactory 
reporting  under  PQRS,  an  eligible 
professional  would  be  required  to  report 
on  at  least  3  measures  for  at  least  80 
percent  of  the  cases  in  which  the 
respective  measure  is  reportable  under 
the  system.  Although  we  have  the 
authority  under  section  1848(m)(3)(D)  of 
the  Act  to  revise  the  criteria  for 
satisfactory  reporting,  for  EHR-based 
reporting,  we  have  largely  kept  these 
reporting  criteria  for  the  2010 — 2012 
incentives.  As  we  have  seen  some 
eligible  professionals  succeed  with 
these  criteria,  we  are  proposing  the 
following  similar  criteria  for  the  12- 
month  reporting  period  for  the  2013 
incentive:  Report  at  least  3  measures 
AND  report  each  measure  for  at  least  80 
percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen 
during  the  reporting  period  to  which  the 
measure  applies.  Measures  with  a  zero 
percent  performance  rate  will  not  be 
counted. 

We  note  that  the  Medicare  EHR 
Incentive  Program  has  proposed  options 
for  meeting  the  CQM  component  of 
achieving  meaningful  use  beginning 
with  CY  2014  (for  more,  information  on 
these  options,  please  see  77  FR  13746 — 
13748).  To  align  our  EHR-based 
reporting  requirements  with  those 
proposed  under  the  Medicare  EHR 
Incentive  Program,  we  are  proposing  the 
following  criteria  for  satisfactory 
reporting  using  the  EHR-based  reporting 
mechanism  for  the  12-month  reporting 
period  for  the  2014  incentive: 

•  Option  la:  Select  and  submit  12 
clinical  quality  measures  available  for 
EHR-based  reporting  from  Tables  32  and 
33,  including  at  least  1  measure  from 
each  of  the  following  6  domains — (1) 
patient  and  family  engagement,  (2) 
patient  safety,  (3)  care  coordination,  (4) 
population  and  public  health,  (5) 
efficient  use  of  healthcare  resources, 
and  (6)  clinical  process/effectiveness. 

•  Option  lb:  Submit  12  clinical 
quality  measures  composed  of  all  11  of 
the  proposed  Medicare  EHR  Incentive 
Program  core  clinical  quality  measures 
specified  in  Tables  32  and  33  plus  1 
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menu  clinical  quality  measure  from 
Tables  32  and  33.  It  is  our  intention  to 
finalize  the  reporting  criteria  that  aligns 
with  the  criteria  that  will  be  established 
for  meeting  the  CQM  component  of 
meaningful  use  beginning  with  CY  2014 
for  the  Medicare  EHR  Incentive 
Program.  Furthermore,  to  the  extent  that 
the  final  criteria  for  meeting  the  CQM 
component  of  achieving  meaningful  use 
differ  from  what  was  proposed,  our 
intention  is  to  align  with  the  reporting 
criteria  the  EHR  Incentive  Program 
ultimately  establishes.  Therefore, 
eligible  professionals  who  participate  in 
both  PQRS  and  the  EHR  Incentive 
Program  would  be  able  to  use  one 
reporting  criterion,  during  overlapping 
reporting  periods,  to  satisfy  the 
satisfactory  reporting  criteria  under 
PQRS  and  the  CQM  component  of 
meaningful  use  under  the  Medicare  EHR 
Incentive  Program.  We  invite  public 
comment  on  this  considered  proposal. 

In  addition  to  this  proposed  criterion, 
the  Medicare  EHR  Incentive  Program 
proposed  that,  beginning  with  CY  2014, 
eligible  professionals  who  participate  in 
both  the  Physician  Quality  Reporting 
System  and  the  Medicare  EHR  Incentive 
Program  may  satisfy  the  CQM 
component  of  meaningful  use  if  they 
submit  and  satisfactorily  report 
Physician  Quality  Reporting  System 
clinical  quality  measures  under  the 
Physician  Quality  Reporting  System’s 
EHR  reporting  option  using  Certified 
EHR  Technology  (77  FR  13748).  Since 
this  language  suggests  that  the  Medicare 
EHR  Incentive  Program  may  defer  to  the 
satisfactory  reporting  criteria  for  the 
EHR-based  reporting  mechanism  that 
we  will  establish  for  2014,  we  are 
proposing  the  following  reporting 
criteria  for  the  12-month  reporting 
period  for  the  2014  incentive  that 
largely  conform  to  the  criteria  set  forth 
under  section  1848(m)(3)(A)(ii)  of  the 
Act  that  we  established  for  the  2012 
incentive  and  that  we  are  proposing  for 
the  2013  incentive;  report  at  least  3 
measures  AND  report  each  measure  for 
at  least  80  percent  of  the  eligible 
professional’s  Medicare  Part  B  FFS 
patients  seen  during  the  reporting 
period  to  which  the  measure  applies. 
Measures  with  a  zero  percent 
performance  rate  will  not  be  counted. 
We  invite  public  comment  on  the 
proposed  criteria  for  satisfactory 
reporting  on  PQRS  measures  via  EHR. 

(4)  Proposed  Criteria  for  Satisfactory 
Reporting  on  PQRS  Measures  Groups 
via  Claims 

In  the  CY  2012  Medicare  PFS  final 
rule,  we  established  the  following 
criteria  for  satisfactorily  reporting  PQRS 
measures  groups  for  the  12-month 


reporting  period  for  the  2012  incentive 
(76  FR  73335): 

•  Report  at  least  1  PQRS  measures 
group,  AND  report  each  measures  group 
for  at  least  30  Medicare  Part  B  FFS 
patients.  Measures  groups  containing  a 
measure  with  a  0  percent  performance 
rate  will  not  be  counted;  OR 

•  Report  at  least  1  PQRS  measures 
group,  AND  report  each  measures  group 
for  at  least  50  percent  of  the  eligible 
professional’s  Medicare  Part  B  FFS 
patients  seen  during  the  reporting 
period  to  whom  the  measures  group 
applies;  BUT  report  each  measures 
group  on  no  less  than  15  Medicare  Part 
B  FFS  patients  seen  during  the  reporting 
period  to  which  the  measures  group 
applies.  Measures  groups  containing  a 
measure  with  a  0  percent  performance 
rate  will  not  be  counted. 

We  received  stakeholder  feedback  that 
it  is  difficult  for  some  specialties  to 
meet  the  30  Medicare  Part  B  FF  patient 
threshold.  Therefore,  based  on  our 
authority  under  section  1848(m)(3)(D)  of 
the  Act  to  revise  the  reporting  criteria 
for  satisfactory  reporting,  we  propose 
the  following  criteria  for  the  satisfactory 
reporting  PQRS  measures  groups  for 
individual  eligible  professionals  using 
the  claims-based  reporting  mechanism 
for  the  12-month  reporting  periods  for 
the  2013  and  2014  inceiitives:  Report  at 
least  1  measures  group  AND  report  each 
measures  group  for  at  least  20  Medicare 
Part  B  FFS  patients.  Measures  groups 
containing  a  measure  with  a  zero 
percent  performance  rate  will  not  be 
counted. 

We  note  that,  in  an  effort  to  simplify 
the  satisfactory  reporting  criteria,  we  are 
only  proposing  1  option  for  meeting  the 
criteria  for  satisfactory  reporting  using 
PQRS  measures  groups  via  claims.  We 
invite  public  comment  on  the  proposed 
criterion  for  satisfactory  reporting  of 
measures  groups  via  claims  for  the  2013 
and  2014  incentives. 

(5)  Proposed  Criteria  for  Satisfactory 
Reporting  on  PQRS  Measures  Groups 
via  Registry 

In  the  CY  2012  Medicare  PFS  final 
rule,  we  established  the  following 
criteria  for  satisfactorily  reporting  PQRS 
measures  groups  for  the  12-month 
reporting  period  for  the  2012  incentive 
(76  FR  73337): 

•  Report  at  least  1  PQRS  measures  ■“ 
group  AND  report  each  measures  group 
for  at  least  30  Medicare  Part  B  FFS 
patients.  Measures  groups  containing  a 
measure  with  a  0  percent  performance 
rate  will  not  be  counted;  OR 

•  Report  at  least  1  PQRS  measures 
group,  AND  report  each  measures  group 
for  at  least  80  percent  of  the  eligible 
professional’s  Medicare  Part  B  FFS 


patients  seen  during  the  reporting 
period  to  whom  the  measures  group 
applies;  BUT  report  each  measures  * 
group  on  no  less  than  15  Medicare  Part 
B  FFS  patients  seen  during  the  reporting 
period  to  which  the  measures  group 
applies.  Measures  groups  containing  a 
measure  with  a  0  percent  performance 
rate  will  not  be  counted. 

In  addition,  we  established  the 
following  criteria  for  satisfactorily 
reporting  PQRS  measures  groups  for  the 
6-month  reporting  period  for  the  2012 
incentive  (76  FR  73337):  Report  at  least 
1  PQRS  measures  group,  AND  report 
each  measures  group  for  at  least  80 
percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen 
during  the  reporting  period  to  whom  the 
measures  group  applies;  BUT  report 
each  measures  group  on  no  less  than  8 
Medicare  Part  B  FFS  patients  seen 
during  the  reporting  period  to  which  the 
measures  group  applies.  Measures 
groups  containing  a  measure  with  a  0 
percent  performance  rate  will  not  be 
counted. 

We  received  stakeholder  feedback  that 
it  is  difficult  for  some  specialties  to 
meet  the  30  Medicare  Part  B  FF  patient 
threshold.  Therefore,  based  on  our 
authority  under  section  1848(m)(3)(D)  of 
the  Act  to  revise  the  reporting  criteria 
for  satisfactory  reporting,  we  propose 
the  following  criteria  for  satisfactory 
reporting  of  PQRS  measures  groups  for 
individual  eligible  professionals  using 
the  registry-based  reporting  mechanism 
for  the  2013  and  2014  incentives: 

(1)  For  the  12-month  reporting 
periods  for  the  respective  2013  and  2014 
incentives,  report  at  least  1  measures 
group,  AND  report  each  measures  group 
for  at  least  20  patients,  a  majority  of 
which  must  be  Medicare  Part  B  FFS 
patients.  Measures  groups  containing  a 
measure  with  a  0  percent  performance 
rate  will  not  be  counted. 

(2)  For  the  6-month  reporting  period 
for  the  respective  2013  and  2014 
incentives,  report  at  least  1  measures 
group,  AND  report  each  measures  group 
for  at  least  20  patients,  a  majority  of 
which  must  be  Medicare  Part  B  FFS 
patients.  Measures  group  containing  a 
measure  with  a  zero  percent 
performance  rate  will  not  be  counted. 
Please  note  that  this  is  the  same 
criterion  established  for  the  12-month 
reporting  period.  We  are  proposing  the 
same  criterion  for  both  reporting  periods 
in  an  effort  to  simplify  the  reporting 
criterion  for  satisfactory  reporting. 

We  note  that,  while  we  still  are 
proposing  to  require  that  an  eligible 
professional  report  on  at  least  20 
patients,  we  understand  that  a  patient’s 
personal  identification  information  may 
be  stripped  when  data  is  collected  via 
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a  qualified  registry.  As  such,  we 
unc^rstand  that  it  may  be  difficult  to 
distinguish  Medicare  and  non-Medicare 
patients.  Given  this  difficulty  and  that 
the  eligible  professionals  generally 
would  be  attempting  to  report  data  on 
Medicare  patients,  we  believe  the 
reporting  of  some  non-Medicare  patients 
could  serve  a  proxy  for  the  reporting  of 
Medicare  patients  whose  data  is  not 


easily  distinguishable  as  data  on 
Medicare  patients  under  this  reporting 
mechanism. 

Finally,  we  note  that  these  proposals 
would  satisfy  the  requirement  under 
section  1848(mK5)(F)  of  the  Act  that  we 
provide  for  alternative  reporting  periods 
and  criteria  for  satisfactory  reporting 
with  regard  to  measures  groups  and 
registry-based  reporting.  We  invite 


public  comment  on  the  proposed 
criteria  for  satisfactory  reporting  of 
measures  groups  by  individual  eligible 
professionals  via  registry  for  the  2013 
and  2014  incentives. 

Tables  25  and  26  provide  a  summary 
of  our  proposals  for  the  satisfactory 
reporting  of  PQRS  quality  measures  for 
the  2013  and  2014  incentives. 
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Table  25:  Proposed  Criteria  for  Satisfactory  Reporting  by  Individual  Eligible  Professionals 


of  Data  on  FQRS  Quality  Measures  for  the  2013  Incentive 


Reporting 

Period 

Measure 

Type 

Reporting 

Mechanism 

Proposed  Reporting  Criteria 

Jan  1, 
2013— 

Dec  31, 
2013* 

Individual 

Measures 

Claims 

Report  at  least  3  measures,  OR, 

If  less  than  3  measures  apply  to  the  eligible  professional,  report  1 — 2 
measures*;  AND 

Report  each  measure  for  at  least  50  percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to  which 
the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

Jan  1, 
2013— 

Dec  31, 

2013 

Individual 

Measures 

Qualified 

Registry 

Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to  which 
the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

Jan  1, 
2013— 

Dec  31, 

2013 

Individual 

Measures 

Direct  EHR 
Product 

Option  1 :  Report  on  ALL  three  PQRS  EHR  measures  that  are  also 
Medicare  EHR  Incentive  Program  core  measures. 

If  the  denominator  for  one  or  more  of  the  Medicare  EHR  Incentive 
Program  core  measures  is  0,  report  on  up  to  three  PQRS  EHR  measures 
that  are  also  Medicare  EHR  Incentive  Program  alternate  core  measures; 
AND 

Report  on  three  additional  PQRS  EHR  measures  that  are  also  measures 
available  for  the  Medicare  EHR  Incentive  Program 

Option  2:  Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to  which 
the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

Jan  1, 

201 3-, 

Dec  31, 
2013 

Individual 

Measures 

EHR  Data 

Submission 

Vendor 

Option  1;  Report  on  ALL  three  PQRS  EHR  measures  that  are  also 
Medicare  EHR  Incentive  Program  core  measures. 

If  the  denominator  for  one  or  more  of  the  Medicare  EHR  Incentive 
Program  core  measures  is  0,  report  on  up  to  three  PQRS  EHR  measures 
that  are  also  Medicare  EHR  Incentive  Program  alternate  core  measures; 
AND 

Report  on  three  additional  PQRS  EHR  measures  that  are  also  measures 
available  for  the  Medicare  EHR  Incentive  Program 

Option  2:  Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to  which 
the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

Jan  1, 
2013— 

Dec  31, 
2013 

Measures 

Groups 

Claims 

Report  at  least  1  measures  group,  AND 

Report  each  measures  group  for  at  least  20  Medicare  Part  B  FFS 
patients.  Measures  groups  containing  a  measure  with  a  0  percent 
performance  rate  will  not  be  counted. 

Jan  1, 
2013— 

Dec  31, 
2013 

Measures 

Groups 

Qualified 

Registry 

Report  at  least  1  measures  group,  AND 

Report  each  measures  group  for  at  least  20  patients,  a  majority  of  which 
must  be  Medicare  Part  B  FFS  patients. 

Measures  groups  containing  a  measure  with  a  0  percent  performance 
rate  will  not  be  counted 

Jul  1, 
2013— 

Dec  31, 
2013 

Measures 

Groups 

Qualified 

Registry 

Report  at  least  1  measures  group,  AND 

Report  each  measures  group  for  at  least  20  patients,  a  majority  of  which 
must  be  Medicare  Part  B  FFS  patients. 

Measures  groups  containing  a  measure  with  a  0  percent  performance 
rate  will  not  be  counted 

*  Subject  to  the  measure  applicability  validation  (MAV)  process. 
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Table  26:  Proposed  Criteria  for  Satisfactory  Reporting  by  Individual  Eligible  Professionals 


of  Data  on  PQRS  quaUty  measures  for  the  2014  Incentive 


Reporting 

Period 

Measure 

Reporting 

Mechanism 

Proposed  Reporting  Criteria 

Jan  1, 
2014— 
Dec31, 
2014* 

Individual 

Measures 

Claiitis 

Report  at  least  3  measures,  OR, 

If  less  than  3  measures  apply  to  the  eligible  professional,  report  1 — 2 
measures*;  AND 

Report  each  measure  for  at  least  50  percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to  which 
the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

Jan  1, 

2014— 

Dec31, 

2014 

Individual 

Measures 

Qualified 

Registry 

Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to  which 
the  measure  applies. 

Mea-sures  with  a  0  percent  perfoi  rnance  rate  will  not  be  counted. 

Jan  1, 
2014— 
Dec31, 
2014 

Individual 

Measures 

Direct  EHR 
product 

Option  la:  Select  and  submit  12  clinical  quality  measures  available  for 
EHR-based  reporting  from  Tables  32  and  33,  including  at  least  1 
measure  from  each  of  the  following  6  domains  -  ( 1 )  patient  and  family 
engagement,  (2)  patient  safety,  (3)  care  coordination,  (4)  population  and 
public  health,  (5)  efficient  use  of  healthcare  resources,  and  (6)  clinical 
process/effectiveness. 

Option  lb:  Submit  12  clinical  quality  measures  composed  of  all  1 1  of 
the  proposed  Medicare  EHR  Incentive  Program  core  clinical  quality 
measures  specified  in  Tables  32  and  33plus  1  menu  clinical  quality 
measure  from  Tables  32  and  33. 

Option  2:  Report  at  least  3  measures  AND  report  each  measure  for  at 
least  80  percent  of  the  eligible  professional’s  Medicare  Part  B  FFS 
patients  seen  during  the  reporting  period  to  which  the  measure  applies. 
Measures  with  a  zero  percent  perfonriance  rate  will  not  be  counted. 

Jan  1, 
2014— 
Dec31, 
2014 

individual 

Measures 

EHR  data 

submission 

vendor 

Option  la:  Select  and  submit  12  clinical  quality  measures  available  for 
EHR-based  reporting  from  Tables  32  and  33,  including  at  least  1 
measure  from  each  of  the  following  6  domains  -  (1)  patient  and  family 
engagement,  (2)  patient  safety,  (3)  care  coordination,  (4)  population  and 
public  health,  (5)  efficient  use  of  healthcare  resources,  and  (6)  clinical 
process/effectiveness. 

Option  lb:  Submit  12  clinical  quality  measures  composed  of  all  1 1  of 
the  proposed  Medicare  EHR  Incentive  Program  core  clinical  quality 
measures  specified  in  Tables  32  and  33plus  1  menu  clinical  quality 
measure  from  Tables  32  and  33. 

Option  2:  Report  at  least  3  measures  AND  report  each  measure  for  at 
least  80  percent  of  the  eligible  professional’s  Medicare  Part  B  FFS 
patients  seen  during  the  reporting  period  to  which  the  measure  applies. 
Measures  with  a  zero  percent  pcrfomiarice  rate  will  not  be  counted. 

Jan  1, 
2014— 
Dec31. 
2014 

Measures 

Groups 

Claims 

Report  at  least  1  measures  group,  AND 

Report  each  measures  group  for  at  least  20  Medicare  Part  B  FFS 
patients. 

Measures  groups  containing  a  measure  with  a  0  percent  performance 
rate  will  not  be  counted. 

Jan  1, 
2014— 
Dec  31, 
2014 

Measures 

Groups 

Qualihed 

Registry 

Report  at  least  1  measures  group,  AND 

Report  each  measures  group  for  at  least  20  patients,  a  majority  of  which 
must  be  Medicare  Part  B  FFS  patients. 

Measures  groups  containing  a  measure  with  a  0  percent  performance 
rate  will  not  be  counted. 

Jul  1, 
2014— 
Dec  31, 
2014 

Measures 

Groups 

Qualified 

Registry 

Report  at  least  1  measures  group,  AND 

Report  each  measures  group  for  at  least  20  patients,  a  majority  of  which 
must  be  Medicare  Part  B  FFS  patients. 

Measures  groups  containing  a  measure  with  a  0  percent  performance 
rate  will  not  be  counted. 

•  Subject  to  the  measure  applicability  validation  (MAV)  process. 
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b.  Proposed  Criteria  for  Satisfactory 
Reporting  for  Group  Practices  Selected 
To  Participate  in  the  GPRO 

This  section  contains  our  proposed 
criteria  for  satisfactory  reporting  for 
group  practices  selected  to  participate  in 
the  GPRO  for  the  2013  and  2014 
incentives,  which  are  the  last  two 
incentives  authorized  under  the 
Physician  Quality  Reporting  System. 
Please  note  that,  in  addition  to  offering 
the  GPRO  web-interface  tool  that  we’ve 
previously  included  under  the  program, 
we  are  proposing  new  criteria  for  group 
practices  under  the  GPRO  that  allow 
group  practices  to  use  the  claims, 
registry,  and  EHR-based  reporting 
mechanisms.  In  prior  program  years, 
large  group  practices  have  been 
successful  in  reporting  quality  measures 
data  via  the  GPRO  web-interface.  We  are 
proposing  new  criteria  under  the  claims, 
qualified  registry,  and  EHR-based 
reporting  mechanisms  because  we 
believe  that  smaller  groups  may  benefit 
from  different  reporting  criteria  and  also 
other  reporting  mechanisms.  Since  the 
introduction  of  smaller  group  practices 
comprised  of  25-99  eligible 
professionals  under  the  GPRO  is  fairly 
recent,  and  given  that  we  are  proposing 
to  modify  the  definition  for  group 
practice  such  that  the  PQRS  GPRO 
would  include  beginning  in  2013  group 
practices  comprised  of  2-24  eligible 
professionals,  we  are  proposing 
additional  criteria  for  reporting  because 
we  believe  it  may  be  more  practicable 
that  smaller  group  practices  report  on 
PQRS  quality  measures  via  claims, 
qualified  registry,  or  direct  EHR  or  EHR 
data  submission  vendor  versus  the 
GPRO  web-interface,  which  was 
designed  for  use  by  larger  group 
practices. 

(1)  Proposed  Criteria  for  Beneficiary 
Assignment  Methodology  and 
Satisfactory  Reporting  on  PQRS  Quality 
Measures  via  the  GPRO  Web-Interface 

In  order  to  populate  the  GPRO  web- 
interface,  we  must  first  assign 
beneficiaries  to  each  group  practice  and 
then  from  those  assigned  beneficiaries 
draw  a  sample  of  beneficiaries  for  the 
disease  modules  in  the  GPRO  web 
interface.  This  assignment  and  sampling 
methodology  is  based  on  what  we 
learned  from  the  PGP  demonstration. 
The  PGP  demonstration  aims  to 
encourage  coordination  of  the  care 
furnished  to  individuals  under 
Medicare  parts  A  and  B  by  institutional 
and  other  providers,  practitioners,  and 
suppliers  of  health  care  items  and 
services;  encourage  investment  in 
administrative  structures  and  processes 


to  ensure  efficient  service  delivery;  and 
reward  physicians  for  improving  health 
outcomes  and  reducing  the  rate  of 
growth  in  health  care  expenditures.  In 
the  PGP  Transition  demonstration,  the 
goal  of  beneficiary  assignment  criteria  is 
to  identify  Medicare  beneficiaries  that 
have  a  plurality  of  their  allowed  charges 
for  office  evaluation  and  management  (E  . 
&  M)  services  furnished  at  a 
participating  PGP  during  the  year.  If 
they  do  not  have  any  primary  care 
physician  visits,  then  they  are  assigned 
using  plurality  of  allowed  charges  for  all 
office  E  &  M  physician  visits  regardless 
of  specialty. 

In  2012,  the  beneficiaries  that  we 
assigned  to  group  practices,  for 
purposes  of  reporting  on  the  PQRS 
quality  measures  via  the  GPRO  web- 
interface,  were  limited  to  those 
Medicare  Part  B  FFS  beneficiaries  with 
Medicare  Parts  A  and  B  claims  for 
whom  Medicare  is  the  primary  payer. 
Assigned  beneficiaries  did  not  include 
Medicare  Advantage  enrollees.  We 
assigned  a  beneficiary  to  the  group 
practice  if  the  practice  provided  the 
plurality  of  a  beneficiary’s  office  or 
other  outpatient  office  evaluation  and 
management  allowed  charges. 
Beneficiaries  with  only  one  office  visit 
to  the  group  practice  were  eliminated 
from  the  group  practice’s  assigned 
patient  population.  Please  note  that,  for 
the  GPRO  web-interface,  similar  to  the 
PGP  demonstration,  also  takes  eligible 
professional  services  other  than 
physician  services  when  evaluating  a 
group  practice’s  office  E  &  M  services. 
We  are  proposing  to  continue  using  this 
assignment  methodology  for  2013  and 
subsequent  years  because  it  is  already  in 
place  operationally.  We  believe  the 
assignment  methodology  we  are 
currently  using  adequately  captures 
sufficient  data  to  reflect  the  quality  of 
care  furnished  by  group  practices 
reporting  under  the  GPRO  web- 
interface.  We  invite  public  comment  on 
oiir  proposal  to  continue  to  use  this 
methodology  for  assigning  beneficiaries. 

We  note  that  the  Medicare  Shared 
Savings  Program  uses  a  somewhat 
different  assignment  methodology.  More 
information  regarding  the  assignment 
methodology  that  is  used  in  the  Shared 
Savings  Program  be  found  on  the 
program  Web  site  at  https:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
sharedsavingsprogram/ 
index.htm}?redirect=/ 

.  sharedsavingsprogram/.  However,  we 
note  that  consistent  with  the 
requirements  of  section  1899(c)  of  the 
Act,  the  assignment  methodology  used 
in  the  Shared  Savings  Program  (which 
involves  a  2-step  process)  has  a  greater 


focus  on  physician-provided  primary 
Ccure  services. 

In  order  to  more  closely  align  with  the 
Medicare  Shared  Savings  Program,  we 
considered  proposing  to  modify  the 
assignment  method  PQRS  uses  to  assign 
beneficiaries  to  a  group  practice  to  be 
similar  to  the  two-step  assignment 
method  specified  in  §  425.402  that  is 
used  under  the  Medicare  Shared 
Savings  Program  to  assign  beneficiaries 
to  an  AGO.  Consistent  with  that  two- 
step  methodology,  in  order  for  a 
beneficiary  to  be  eligible  for  assignment 
to  a  group  practice,  the  beneficiary  must 
have  received  at  least  one  primary  care 
service  from  a  physician  (as  defined  in 
§  425.20)  within  the  group  practice 
during  the  reporting  period. 

Accordingly,  we  would  identify 
beneficiaries  who  received  at  least  one 
primary  care  service  from  any  group 
practice  physician  (regardless  of 
specialty)  participating  in  the  group 
practice  during  the  reporting  period. 
Under  the  first  assignment  step,  we 
would  assign  the  beneficiary  to  the 
group  practice  if  the  beneficiary  had  at 
*  least  one  primary  care  service  furnished 
by  a  primary  care  physician  at  the 
participating  group  practice,  and  more 
primary  care  services  (measured  by 
Medicare  allowed  charges)  furnished  by 
primary  care  physicians  in  the 
participating  group  practice  than 
furnished  by  primary  care  physicians  at 
any  other  group  practice  or  non-group 
practice  physician.  The  second  step 
applies  only  for  those  beneficiaries  who 
do  not  receive  any  primary  care  services 
from  a  primary  care  physician  during 
the  reporting  period.  We  would  assign 
the  beneficiary  to  the  participating 
group  practice  in  this  step  if  the 
beneficiary  had  at  least  one  primary  care 
service  furnished  by  a  group  practice 
physician,  regardless  of  specialty,  and 
more  primary  care  services  were 
furnished  by  group  practice 
professionals  (including  non-primary 
care  physicians,  nurse  practitioners, 
physician  assistants  or  clinical  nurse 
specialists)  (measured  by  Medicare 
allowed  charges)  at  the  participating 
group  practice  than  at  any  other  group 
practice  or  non-group  practice 
physician.  We  would  then  pull  samples 
of  beneficiaries  for  the  relevant 
measures/modules  from  this  population 
of  assigned  beneficiaries  to  populate  the 
GPRO  web  interface.  We  considered 
making  this  change  to  the  assignment 
method  beginning  with  the  2013  PQRS 
GPRO  web-interface  so  that  the  rules 
used  to  assign  beneficiaries  to  group 
practices  participating  in  PQRS  and 
ACOs  participating  in  the  Medicare 
Shared  Savings  Program  would  be 
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consistent.  Since  both  group  practices 
that  are  participating  in  the  PQRS  GPRO 
and  ACXDs  participating  in  the  Medicare 
Shared  Savings  Program  would  be  using 
the  same  GPRO  web  interface  to  report 
the  same  set  of  quality  measures  to 
CMS,  we  believe  that  applying 
consistent  assignment  methods  across 
the  two  programs  would  allow  us  to 
streamline  our  processes  and  could 
potentially  reduce  confusion  among 
group  practices  considering 
participation  in  the  PQRS  GPRO  or 
ACOs  considering  participation  in  the 
Medicare  Shared  Savings  Program.  We 
invite  public  comment  on  this 
alternative  option  of  adopting  a 
methodology  similar  to  the  one  the 
Medicare  Shared  Savings  Program  uses 
to  assign  beneficiaries  to  ACOs  to  assign 
beneficiaries  to  group  practices  that 
report  on  PQRS  quality  measures  via  the 
GPRO  web-interface  beginning  in  2013. 

Consistent  with  the  group  practice 
reporting  requirements  under  section 
1848(m)(3)(C)  of  the  Act,  we  propose  the 
following  criteria  for  the  satisfactory 
reporting  of  PQRS  quality  measures  for 
group  practices  selected  to  participate  in 
the  GPRO  for  the  12-month  reporting 
periods  for  the  2013  and  2014 
incentives,  respectively,  using  the  GPRO 
Web-interface  for  groups  practices  of 
25-99  eligible  professionals:  Report  on 
all  measures  included  in  the  web 
interface;  AND  populate  data  fields  for 
the  first  218  consecutively  ranked  and 
assigned  beneficiaries  in  the  order  in 
which  they  appear  in  the  group’s 
sample  for  each  disease  module  or 
preventive  care  measure.  If  the  pool  of 
eligible  assigned  beneficiaries  is  less 
than  218,  then  report  on  100  percent  of 
assigned  beneficiaries.  In  other  words, 
we  understand  that,  in  some  instances, 
the  sampling  methodology  CMS 
provides  will  not  be  able  to  assign  at 
least  218  patients  on  which  a  group 
practice  may  report,  particularly  those 
group  practices  on  the  smaller  end  of 
the  range  of  25-99  eligible 
professionals.  If  the  group  practice  is 
£issigned  less  than  218  Medicare 
beneficiaries,  then  the  group  practice 
would  report  on  100  percent  of  its 
assigned  beneficiaries.  In  addition,  we 
propose  the  following  criteria  for  the 
satisfactory  reporting  of  PQRS  quality 
measures  for  group  practices  selected  to 
participate  in  the  GPRO  for  the  2013 
and  2014  incentives,  respectively,  using 
groups  practices  of  100  or  more  eligible 
professionals:  Report  on  all  measures 
included  in  the  web  interface;  AND 
populate  data  fields  for  the  first  411 
consecutively  ranked  and  assigned 
beneficiaries  in  the  order  in  which  they 
appear  in  the  group’s  sample  for  each 


disease  module  or  preventive  care 
measure.  If  the  pool  of  eligible  assigned 
beneficiaries  is  less  than  411,  then 
report  on  100  percent  of  assigned 
beneficiaries. 

The  satisfactory  criteria  we  proposed 
for  the  GPRO  web-interface  for  large 
group  practices  for  the  2013  and  2014 
incentives  is  consistent  with  the 
reporting  criteria  we  established  for  the 
2012  PQRS  incentive  (76  FR  73339). 

The  satisfactory  criteria  we  proposed  for 
groups  of  25-99  eligible  professionals 
are  consistent  with  the  reporting  criteria 
we  established  for  the  2012  PQRS 
incentive  (76  FR  73339).  We  are 
proposing  these  same  criteria  because 
the  thresholds  proposed  in  these  criteria 
are  based  on  analysis  performed  on 
group  reporting  based  on  the  PGP 
demonstration  to  determine  reasonable 
thresholds  for  group  practice  reporting. 
Therefore,  we  believe  the  satisfactory 
reporting  criteria  that  we  have  proposed 
for  the  GPRO  web-interface  for  the  2013 
and  2014  incentives  are  appropriate 
criteria  and  reasonable  for  groups  to 
meet. 

Furthermore,  we  propose  using 
Medicare  Part  B  claims  data  for  dates  of 
service  on  or  after  January  1  and 
submitted  and  processed  by 
approximately  the  last  Friday  in  October 
of  the  applicable  12-month  reporting 
periqd  under  which  the  group  practice 
participates  in  the  GPRO  to  assign 
Medicare  beneficiaries  to  each  group 
practice.  For  example,  for  a  group 
practice  participating  under  the  GPRO 
for  the  reporting  periods  occurring  in 
2013,  for  the  sampling  model,  we 
propose  that  we  would  assign 
beneficiaries  on  which  to  report  based 
on  Medicare  Part  B  claims  with  dates  of 
service  beginning  January  1,  2013  and 
processed  by  October  25,  2013.  We 
invite  public  comment  on  our  proposal 
to  continue  to  use  this  methodology  for 
assigning  beneficiaries. 

(2)  Proposed  Criteria  for  Satisfactory 
Reporting  on  Individual  PQRS  Quality 
Measures  for  Group  Practices  Selected 
To  Pcirticipate  in  the  GPRO  via  Claims, 
Registry,  and  EHR 

We  are  proposing  to  have  the  claims, 
registry,  and  EHR  reporting  mechanisms 
available  for  group  practices  of  2-99 
eligible  professionals  to  use  to  report 
PQRS  quality  measures.  We  note  that 
we  are  not  proposing  to  make  the 
claims,  registry,  and  EHR  reporting 
mechanisms  available  to  larger  groups 
of  100  or  more  eligible  professionals, 
because  we  believe  that  these  larger 
group  practices  do  not  face  the  potential 
limitations  that  smaller  group  practices 
may  face  when  using  the  GPRO  web- 
interface.  Although  group  practices  of 


100-249  were  also  only  introduced  to 
the  GPRO  web-interface  in  2012,  we 
note  that  we  believe  these  practices  are 
sufficiently  large  enough  to  account  for 
the  varied  measures  required  for 
reporting  under  the  GPRO  web- 
interface.  For  example,  the  proposed 
criteria  for  satisfactory  reporting  on 
individual  PQRS  quality  measures  for 
group  practices  using  the  GPRO  web- 
interface  would  require  a  group  practice 
to  report  on  all  18  measures  that  are 
indicated  in  Table  35.  Larger  group 
practices  tend  to  have  more  varied 
practices,  so  it  would  be  easier  for  larger 
groups  to  report  on  a  measure  set  that 
covers  multiple  domains,  such  as  the 
one  proposed  in  Table  35,  than  smaller 
group  practices  that  tend  to  be  focused 
on  a  limited  set  of  specialties.  We 
certainly  think  this  is  the  case  for  the 
smallest  group  practices  comprised  of 
2-24  eligible  professionals,  which  is  the 
reason  why  we  are  not  proposing  that 
the  GPRO  web-interface  be  available  for 
use  for  these  smaller  group  practices. 
With  respect  to  group  practices 
comprised  of  25-99  eligible 
professionals,  we  believe  it  is  possible 
for  these  group  practices  to  have  a 
practice  that  is  sufficiently  varied  to  be 
able  to  report  on  measures  that  cut 
across  multiple  domains.  However,  we 
note  that  use  of  the  GPRO  web-interface 
as  a  reporting  mechanism  was  only 
introduced  to  groups  of  2-99  in  2012,  so 
no  data  is  available  to  determine  the 
feasibility  of  groups  of  25-99  using  the 
GPRO  web-interface.  Therefore,  in  the 
event  these  groups  feel  that  reporting 
using  the  GPRO  web-interface  would  be 
difficult,  we  are  proposing  criteria 
alternative  to  that  proposed  under  the 
GPRO  web-interface  for  satisfactory 
reporting  for  the  2013  and  2014 
incentives  using  the  claims,  registry, 
and  EHR-based  reporting  mechanisms 
that  mirror  the  criteria  we  are  proposing 
for  individual  reporting  for  the  claims, 
registry,  and  EHR-based  reporting 
mechanisms  from  the  2013  and  2014 
incentives.  We  note  that  the  criteria  we 
are  proposing  for  the  2013  and  2014  . 
incentives  using  the  claims,  registry, 
and  EHR-based  reporting  mechanisms 
are  similar  to  the  criteria  for  individual 
reporting,  because  we  believe  smaller 
group  practices  are  more  akin  to 
individuals  with  respect  to  practice 
scope.  The  larger  the  group  practice,  the 
more  likely  the  group  practice  would 
benefit  using  the  reporting  options 
under  the  GPRO  web-interface. 

Therefore,  based  on  our  authority 
under  section  1848(m){3){C)  of  the  Act, 
we  propose  the  following  satisfactory 
reporting  criteria  via  claims  for  group 
practices  comprised  of  2-99  eligible 
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professionals  under  the  GPRO  for  the 
2013  and  2014  incentives  via  claims: 
Report  at  least  3  measures  AND  report 
each  measure  for  at  least  50  percent  of 
the  group  practice’s  Medicare  Part  B 
FFS  patients  seen  during  the  reporting 
period  to  which  the  measure  applies. 
Measures  with  a  zero  percent 
performance  rate  will  not  be  counted. 

For  those  group  practices  that  choose 
to  report  using  a  qualified  registry,  we 
propose  the  following  satisfactory 
reporting  criteria  via  qualified  registry 
for  group  practices  comprised  of  2-99 
eligible  professionals  under  the  GPRO 
for  the  2013  and  2014  incentives:  Report 
at  least  3  measures  AND  report  each 
measure  for  at  least  80  percent  of  the 
group  practice’s  Medicare  Part  B  FFS 
patients  seen  during  the  reporting 
period  to  which  the  measure  applies. 
Measures  with  a  zero  percent 
performance  rate  will  not  be  counted. 
Please  note  that  we  are  only  proposing 
these  satisfactory  reporting  criteria  for 
group  practices  comprised  of  2-99 
eligible  professionals  because  we 
believe  that  larger  group  practices 
should  have  the  technical  capacity  and 
resources  to  report  on  the  more 
expansive  measure  set  that  is  collected 
via  the  GPRO  web-interface. 

For  ^oup  practices  choosing  to  report 
PQRS  quality  measures  via  EHR,  we 
propose  the  following  2  options  for  the 
satisfactory  reporting  criteria  via  a  direct 
EHR  product  or  EHR  data  submission 
vendor  for  group  practices  comprised  of 
2-99  eligible  professionals  under  the 
GPRO  for  the  2013  incentive: 

Option  1 :  Eligible  professionals  in  a 
group  practice  must  report  on  three 
Medicare  EHR  Incentive  Program  core 
or  alternate  core  measures,  plus  three 
additional  measures.  The  EHR  Incentive 
Program’  core,  alternate  core,  and 
additional  measures  can  be  found  in 
Table  6  of  the  EHR  Incentive  Program’s 
Stage  1  final  rule  (75  FR  44398)  or  in 
Tables  32  and  33  of  this  section.  We 
refer  readers  to  the  discussion  in  the 
Stage  1  final  rule  for  further  explanation 
of  the  requirements  for  eligible 
professionals  reporting  those  CQMs  (75 
FR  44398  through  44411). 

Option  2:  Report  at  least  3  measures 
AND  report  each  measure  for  at  least  80 
percent  of  the  eligible  professional’s 
Medicare  Part  B  FFS  patients  seen 
during  the  reporting  period  to  which  the 
measure  applies.  Measures  with  a  zero 
percent  performance  rate  will  not  be 
counted. 

We  note  that  the  Medicare  EHR 
Incentive  Program  has  proposed  2 


options  for  meeting  the  CQM 
component  of  achieving  meaningful  use 
beginning  with  CY  2014  (for  more 
information  on  these  options,  please  see 
77  FR  13746-13748).  To  align  our  EHR- 
based  reporting  requirements  with  those 
proposed  under  the  Medicare  EHR 
Incentive  Program,  we  are  proposing  the 
following  criteria  for  satisfactory 
repK)rting  using  the  EHR-based  reporting 
mechanism  for  the  12 -month  reporting 
period  for  the  2014  incentive: 

•  Option  la:  Select  and  submit  12 
clinical  quality  measures  available  for 
EHR-based  reporting  from  Tables  32  and 
33,  including  at  least  1  measure  from 
each  of  the  following  6  domains — (1) 
patient  and  family  engagement,  (2) 
patient  safety,  (3)  care  coordination,  (4) 
population  and  public  health,  (5) 
efficient  use  of  healthcare  resources, 
and  (6)  clinical  process/effectiveness. 

•  Option  lb:  Submit  12  clinical 
quality  measures  composed  of  all  11  of 
the  proposed  Medicare  EHR  Incentive 
Program  core  clinical  quality  measures 
specified  in  Tables  32  and  33  plus  1 
menu  clinical  quality  measure  from 
Tables  32  and  33.  We  propose  to  adopt 
the  group  reporting  criteria  that  aligns 
with  the  criteria  that  will  be  established 
for  meeting  the  CQM  component  under 
CY  2014  for  the  Medicare  EHR  Incentive 
Program.  Furthermore,  to  the  extent  that 
the  final  group  reporting  criteria  for* 
meeting  the  CQM  component  of 
achieving  meaningful  use  differ  from 
what  was  proposed,  our  intention  is  to 
align  with  the  group  reporting  criteria 
the  EHR  Incentive  Program  ultimately 
establishes.  We  invite  public  comment 
on  this  proposal. 

We  also  considered  proposing  the 
following  satisfactory  reporting  criteria 
for  the  2014  PQRS  incentive  for  groups 
of  2-99  that  was  similar  to  the 
satisfactory  reporting  criteria  being 
proposed  for  the  2013  PQRS  incentive: 
report  at  least  3  measures,  AND  report 
each  measure  for  at  least  80  percent  of 
the  group  practice’s  Medicare  Part  B 
FFS  patients  seen  during  the  reporting 
period  to  which  the  measure  applies. 
Measures  with  a  zero  percent 
performance  rate  will  not  be  counted. 
We  invite  public  comment  on  this 
considered  proposal. 

We  note  that  we  believe  these 
proposed  criteria  meets  the 
requirements  for  group  practice 
reporting  specified  in  section 
1848(m)(3)(C)  of  the  Act.  Section 
1848(m)(3)(C)  requires  that  the  criterion 
for  group  reporting  use  a  statistical 


sampling  model,  such  as  the  model  used 
in  the  PGP  demonstration.  We  note  that, 
although  these  criteria  depart  from  the 
model  used  in  the  PGP  demonstration, 
we  believe  that  these  criteria  still  meet 
the  statistical  sampling  model 
requirement  in  that  the  group  practices 
would  still  he  required  to  report  the 
measures  on  a  sample  of  their  patients. 
Rather  than  CMS  choosing  which 
sample  of  patients  the  group  practice 
must  report,  with  these  proposed 
criteria,  the  group  practice  decides  on 
which  sample  of  patients  to  report  for 
either  50  percent,  80  percent,  or  100 
percent  of  its  patients  depending  on  the 
reporting  mechanism  the  group  practice 
chooses.  For  example,  if  a  group 
practice  who  sees  100  patients  during 
the  2013  incentive  reporting  period 
chooses  to  report  PQRS  quality 
measures  using  the  claims-based 
reporting  mechanism,  for  the  2013 
incentive,  the  group  practice  would 
have  to  report  at  least  3  measures  for  50 
percent  of  the  practice’s  patients.  The 
group  practice  may  pick  which  patients 
on  which  to  report,  as  long  as  the  group 
practice  reports  on  at  least  50  of  the 
patients  the  practice  sees  in  2013.  If  the 
same  group  practice  decides  to  report  on 
PQRS  quality  measures  using  the 
Option  1  criteria  for  EHR-based  — 
reporting  for  the  2013  incentive,  the 
group  practice  would  report  on  all  100 
patients.  We  note  that  although 
reporting  on  100  percent  of  patients  is 
not  a  sample,  for  data  collection 
purposes,  CMS  would  only  collect  data 
on  the  group  practice’s  patients  to 
which  the  EHR  measures  apply. 
Thefefore,  even  though  a  group  practice 
would  report  on  100  percent  of  patients 
to  which  the  measure  applies,  not  all  of 
the  EHR  measures  would  necessarily 
apply  to  all  of  the  group  practice’s 
patients.  Since  the  group  practice  is 
then  only  providing  information  on  its 
applicable  patients,  we  believe  the 
proposed  EHR  reporting  criteria  would 
still  meet  the  statistical  sampling  model 
requirement.  We  invite  public  comment 
on  the  proposed  criteria  for  satisfactory 
reporting  of  individual  measures  by 
group  practices  via  claims,  registry,  or 
EHR  for  the  2013  and  2014  incentives. 

A  summcuy  of  the  proposed  criteria 
for  satisfactory  reporting  for  group 
practices  selected  to  participate  in  the 
GPRO  for  the  2013  and  2014  incentives 
is  specified  in  Tables  27  and  28: 
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TABLE  27:  Proposed  Criteria  for  Satisfactory  Reporting  of  Data  on  PQRS  Quality 
Measures  via  the  GPRO  for  the  2013  Incentive  _ 


Reporting 

Period 

Reporting 

Mechanism 

Group 
Practice  Size 

Proposed  Reporting  Criterion 

12-month 
(Jan  1  — 
Dec31) 

GPRO  Web- 
Interface 

25-99  eligible 
professionals 

Report  on  all  measures  included  in  the  web  interface  in  Table 

35;  AND 

Populate  data  fields  for  the  first  218  consecutively  ranked  and 
assigned  beneficiaries  in  the  order  in  which  they  appear  in  the 
group’s  sample  for  each  module  or  preventive  care  measure.  If 
the  pool  of  eligible  assigned  beneficiaries  is  less  than  218,  then 
report  on  100  percent  of  assigned  beneficiaries. 

12-month 
(Jan  1  — 

Dec  31) 

GPRO  Web- 
Interface 

100+  eligible 
professionals 

Report  on  all  measures  included  in  the  web  interface  in  Table 

35;  AND 

Populate  data  fields  for  the  first  41 1  consecutively  ranked  and 
assigned  beneficiaries  in  the  order  in  which  they  appear  in  the 
group’s  sample  for  each  module  or  preventive  care  measure.  If 
the  pool  of  eligible  assigned  beneficiaries  is  less  than  411,  then 
report  on  100  percent  of  assigned  beneficiaries. 

12-month 
(Jan  1  — 

Dec  31)* 

Claims 

2-99  eligible 
professionals 

Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  50  percent  of  the  group 
practice’s  Medicare  Part  B  FFS  patients  seen  during  the 
reporting  period  to  which  the  measure  applies. 

Measures  with  a  0  percent  perfo.  iviHiice  rate  will  not  be  counted. 

12-month 
(Jan  1 — 

Dec  31) 

Qualified 

Registry 

2-99  eligible 
professionals 

Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  group 
practice’s  Medicare  Part  B  FFS  patients  seen  during  the 
reporting  period  to  which  the  measure  applies. 

Measures  with  a  0  percent  perfui  ir.ar,ce  rate  will  not  be  counted. 

12-month 
(Jan  1  — 
Dec31) 

Direct  EHR 
product 

2-99  eligible 
professionals 

% 

Option  1;  Eligible  professionals  in  a  group  practice  must  report 
on  three  Medicare  EHR  Incentive  Program  core  or  alternate  core 
measures,  plus  three  additional  measures.  The  EHR  Incentive 
Program’  core,  akemate  core,  and  additional  measures  can  be 
found  in  Table  6  of  the  EHR  Incentive  Program’s  Stage  1  final 
rule  (75  FR  44398)  or  in  Tables  32  and  33  of  this  section.  We 
refer  readers  to  the  discussion  in  the  Stage  1  final  rule  for  further 
explanation  of  the  requirements  for  eligible  professionals  for 
reporting  those  CQMs  (75  FR  44398  through  4441 1). 

Option  2:  Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  group 
practice’s  Medicare  Part  B  FFS  patients  seen  during  the 
reporting  period  to  which  the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

12-month 
(Jan  1  — 

Dec  31) 

EHR  data 

submission 

vendor 

2-99  eligible 
professionals 

Option  1 :  Eligible  professionals  in  a  group  practice  must  report 
on  three  Medicare  EHR  Incentive  Program  core  or  alternate  core 
measures,  plus  three  additional  measures.  The  EHR  Incentive 
Program’  core,  alternate  core,  and  additional  measures  can  be 
found  in  Table  6  of  the  EHR  Incentive  Program’s  Stage  1  final 
rule  (75  FR  44398)  or  in  Tables  32  and  33  of  this  section.  We 
refer  readers  to  the  discussion  in  the  Stage  1  final  rule  for  further 
explanation  of  the  requirements  for  eligible  professionals  for 
reporting  those  CQMs  (75  FR  44398  through  4441 1). 

Option  2;  Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  group 
practice’s  Medicare  Part  B  FFS  patients  seen  during  the 
reporting  period  to  which  the  measure  applies. 

Measures  with  a  0  peieeiU  performance  rate  will  not  be  counted. 

*  Subject  to  the  measure  applicability  validation  (MAV)  process. 
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Table  28:  Proposed  Criteria  for  Satisfactory  Reporting  of  Data  on  PQRS  Quality  Measures 
via  the  GPRO  for  the  2014  Incentive  .  - 


Reporting 

Period 

Reporting 

Mechanism 

Group  Practice 
Size  . 

Proposed  Reporting  Criterion 

12-inonth 
(Jan  1  — 

Dec  31) 

GPRO 

Web- 

Interface 

25-99  eligible 
professionals 

Report  on  all  measures  included  in  the  web  interface  in  Table  35; 
AND  ; 

Populate  data  fields  for  the  first  2 1 8  consecutively  ranked  and 
assigned  beneficiaries  in  the  order  in  which  they  appear  in  the 
group’s  sample  for  each  module  or  preventive  care  measure.  If  the 
pool  of  eligible  assigned  beneficiaries  is  less  than  218,  then  report 
on  100  percent  of  assigned  beneficiaries. 

12-month 
(Jan  1  — 

Dec  31) 

GPRO 

Web- 

Interface 

100+  eligible 
professionals 

Report  on  all  measures  included  in  the  web  interface  in  Table  35; 
AND 

Populate  data  fields  for  the  first  41 1  consecutively  ranked  and 
assigned  beneficiaries  in  the  order  in  which  they  appear  in  the 
group’s  sample  for  each  module  or  preventive  care  measure.  If  the 
pool  of  eligible  assigned  beneficiaries  is  less  than  41 1,  then  report 
on  100  percent  of  assigned  beneficiaries. 

12-month 
(Jan  1  — 

Dec  31)* 

Claims 

2-99  eligible 
professionals 

Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  50  percent  of  the  group  practice’s 
Medicare  Part  B  FES  patients  seen  during  the  reporting  period  to 
which  the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

12-month 
(Jan  1  — 

Dec  3 1 ) 

Qualified 

Registry 

2-99  eligible 
professionals 

Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  group  practice’s 
Medicare  Part  B  FES  patients  seen  during  the  reporting  period  to 
which  the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

12-month 
(Jan  1  — 

Dec  3 1 ) 

Direct  EHR 
product 

2-99  eligible 
professionals 

Option  la;  Select  and  submit  12  clinical  quality  measures  available 
for  EHR-based  reporting  from  Tables  32  and  33,  including  at  least 

1  measure  from  each  of  the  following  6  domains  -  (1)  patient  and 
family  engagement,  (2)  patient  safety,  (3)  care  coordination,  (4) 
population  and  public  health,  (5)  efficient  use  of  healthcare 
resources,  and  (6)  clinical  process/effectiveness. 

Option  lb:  Submit  12  clinical  quality  measures  composed  of  all  1 1 
of  the  proposed  Medicare  EHR  Incentive  Program  core  clinical 
quality  measures  specified  in  Tables  32  and  33  plus  1  menu 
clinical  quality  measure  from  Tables  32  and  33. 

Option  2:  Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  group  practice’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to 
which  the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

12-month 
(Jan  1  — 
Dec  31) 

EHR  data 

submission 

vendor 

2-99  eligible 
professionals 

Option  la:  Select  and  submit  12  clinical  quality  measures  available 
for  EHR-based  reporting  from  Tables  32  and  33,  including  at  least 

1  measure  from  each  of  the  following  6  domains  -  (1)  patient  and 
family  engagement,  (2)  patient  safety,  (3)  care  coordination,  (4) 
population  and  public  health,  (5)  efficient  use  of  healthcare 
resources,  and  (6)  clinical  process/effectiveness. 

Option  lb:  Submit  12  clinical  quality  measures  composed  of  all  1 1 
of  the  proposed  Medicare  EHR  Incentive  Program  core  clinical 
quality  measures  specified  in  Tables  32  and  33  plus  1  menu 
clinical  quality  measure  from  Tables  32  and  33. 

Option  2.'  Report  at  least  3  measures,  AND 

Report  each  measure  for  at  least  80  percent  of  the  group  practice’s 
Medicare  Part  B  FFS  patients  seen  during  the  reporting  period  to 
which  the  measure  applies. 

Measures  with  a  0  percent  performance  rate  will  not  be  counted. 

*  Subject  to  the  measure  applicability  validation  (MAV)  process. 
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c.  Proposed  Analysis  of  the  Criteria  for 
Satisfactory  Reporting  for  the  2013  and 
2014  Incentives 

For  the  proposed  criteria  for 
satisfactory  reporting  for  the  2013  and 
2014  incentives  described  in  this 
section,  we  propose  that  eligible 
professionals  and  group  practices  may 
not  combine  different  satisfactory 
reporting  criteria  under  different 
reporting  mechanisms  to  meet  the 
requirements  of  satisfactory  reporting 
for  the  2013  and  2014  incentives.  For 
example,  an  eligible  professional  may 
not  meet  the  requirements  for  the  2013 
incentive  by  reporting  on  2  applicable 
PQRS  quality  measures  via  claims  and 
1  applicable  PQRS  quality  measure  via 
qualiffed  registry,  because  the  eligible 
professional  did  not  meet  the  criteria  for 
satisfactory  reporting  under  at  least  one 
reporting  mechanism.  Similarly,  a  group 
practice  would  be  required  to  select  a 
single  reporting  mechanism  for  the 
entire  group  practice.  For  example,  for 
a  group  practice  consisting  of  4  eligible 
professionals,  the  group  practice  would 
not  be  able  to  meet  the  requirements  for 
the  2013  incentive  by  reporting  2 
individual  measures  via  claims  and  1 
measure  via  the  direct  EHR  submission 
method. 

For  individual  eligible  professionals 
and  group  practices  reporting  on 
individu^  measures  and/or  measures 
groups,  please  note  that,  although  an 
eligible  professional  or  group  practice 
could  meet  more  than  one  criterion  for 
satisfactory  reporting,  only  one 
incentive  pa5nnent  will  be  made  to  the 
eligible  professional  or  group  practice. 
For  example,  if  an  eligible  professional 
meets  the  criteria  for  satisfactory 
reporting  of  individual  measures  via 
claims  and  measures  groups  via  claims 
for  the  2013  incentive,  the  eligible 
professional  would  nonetheless  only  be 
entitled  to  one  incentive  payment.  CMS 
would  consider  the  eligible  professional 
to  be  incentive  eligible  under  whichever 
reporting  criterion  yields  the  greatest 
bonus.  We  invite  public  comment  on 
our  proposed  analysis  of  the  criteria  for 
satisfactory  reporting  for  the  2013  and 
2014  incentives. 

5.  Proposed  Criteria  for  Satisfactory 
Reporting  for  the  Payment  Adjustments 

Section  1848(a)(8)  of  the  Social 
Security  Act,  as  added  by  section 
3002(b)  of  the  Affordable  Care  Act, 
provides  that  for  covered  professional 
services  furnished  by  an  eligible 
professional  during  2015  or  any 
subsequent  year,  if  the  eligible 
professional  does  not  satisfactorily 
report  data  on  quality  measures  for 


covered  professional  services  for  the 
quality  reporting  period  for  the  year,  the 
fee  schedule  amount  for  services 
furnished  by  such  professional  during 
the  year  shall  be  equal  to  the  applicable 
percent  of  the  fee  schedule  amount  that 
would  otherwise  apply  to  such  services. 
The  applicable  percent  for  2015  is  98.5 
percent.  For  2016  and  subsequent  years, 
the  applicable  percent  is  98.0  percent. 

This  section  contains  the  proposed 
criteria  for  satisfactory  reporting  for 
purposes  of  the  2015  and  2016  payment 
adjustments  for  eligible  professionals 
and  group  practices,  as  well  as  some 
discussion  of  what  we  are  considering 
for  the  payment  adjustments  for  2017 
and  beyond. 

As  stated  previously,  the  majority  of 
eligible  professionals  currently  are  not 
participating  in  the  PQRS.  Yet,  the 
payment  adjustment  will  apply  to  all 
eligible  professionals  who  are  not 
satisfactory  reporters  during  the 
reporting  period  for  the  year.  Therefore, 
in  implementing  the  PQRS  pa5mient 
adjustment,  we  seek  to  achieve  two 
overarching  policy  goals.  First,  and 
foremost,  we  seek  to  increase 
participation  in  the  PQRS  and  to 
implement  the  payment  adjustment  in  a 
manner  that  will  allow  eligible 
professionals  who  have  never 
participated  in  the  program  to 
familiarize  themselves  with  the 
program.  Second,  we  seek  to  align  the 
reporting  requirements  under  the  PQRS 
with  the  quality  reporting  requirements 
being  proposed  for  the  physician  value- 
based  payment  modifier  discussed  in 
section  III.K  of  this  proposed  rule. 

a.  Proposed  Criteria  for  Satisfactory 
Reporting  for  the  2015  and  2016 
Payment  Adjustments  for  Eligible 
Professionals  and  Group  Practices  Using 
the  Claims,  Registry,  EHR,  and  GPRO 
Web-Interface  Reporting  Mechanisms 

This  section  contains  our  proposals  . 
for  the  criteria  for  satisfactory  reporting 
for  the  2015  and  2016  payment 
adjustments  using  the  claims,  registry, 
EHR-based,  and  GPRO  web-interface 
reporting  mechanisms.  First,  we 
propose  that  for  purposes  of  the  2015 
and  2016  payment  adjustments  (which 
would  be  based  on  data  reported  during 
12  and  6-month  reporting  periods  that 
fall  within  2013  and  2014,  respectively), 
an  eligible  professional  or  group 
practice  would  meet  the  requirement  to 
satisfactorily  report  data  on  quality 
measures  for  covered  professional 
services  for  the  2015  and  2016  payment 
adjustments  by  meeting  the  requirement 
for  satisfactory  reporting  for  the  2013 
and  2014  incentives  respectively.  That 
is,  we  are  proposing  the  exact  same 
criteria  for  satisfactory  reporting  for  the 


2015  and  2016  payment  adjustments 
that  we  are  proposing  for  the  2013  and 

2014  incentives,  described  in  Tables  25 
and  26,  with  the  exception  of  orre 
additional  alternative  criterion.  Since 
we  have  already  proposed  satisfactory 
reporting  criteria  for  the  2013  and  2014 
incentives  and  the  reporting  periods  for 
the  respective  2013  and  2014  incentives 
and  2015  and  2016  payment 
adjustments  coincide,  we  believe  it  is 
appropriate  that  the  proposed  criteria 
for  the  2013  and  2014  respective 
incentives  apply  to  satisfy  the 
satisfactory  reporting  requirements  for 
the  2015  and  2016  payment 
adjustments,  respectively.  Please  note 
that  these  proposed  criteria  for  the  2013 
and  2014  PQRS  incentives  are  the  only 
criteria  we  are  proposing  to  establish  for 
the  respective  2015  and  2016  PQRS 
payment  adjustments  for  group 
practices  using  the  GPRO  web-interface. 

With  respect  to  individual  eligible 
professionals  also  participating  in  the 
EHR  Incentive  Program,  it  is  our 
intention  to  align  our  proposed  criteria 
for  satisfactory  reporting  for  the  2015 
and  2016  PQRS  payment  adjustments 
with  the  criteria  for  meeting  the  CQM 
component  of  meaningful  use 
applicable  during  the  2015  and  2016 
PQRS  payment  adjustment  reporting 
periods.  For  eligible  professionals 
participating  in  PQRS  and  the  EHR 
Incentive  Program  using  a  direct  EHR 
product  or  EHR  data  submission  vendor 
that  is  CEHRT,  please  note  that  since  we 
are  proposing  to  align  our  proposed 
EHR  criteria  for  satisfactory  reporting 
for  the  2013  and  2014  PQRS  incentives 
with  the  proposed  criteria  for  meeting 
the  CQM  component  of  meaningful  use 
for  CYs  2013  and  2014,  if  these 
proposals  are  established  and  we  meet 
our  goal  of  aligning  the  two  programs, 
we  note  that  an  eligible  professional 
meeting  the  CQM  component  of 
meaningful  use  during  the  PQRS  2015 
and  2016  payment  adjustment  reporting 
periods  using  a  direct  EHR  product  or 
EHR  data  submission  vendor  that  is 
CEHRT  would  be  able  to  meet  the 
requirements  for  satisfactory  reporting 
for  the  2015  and  2016  PQRS  payment 
adjustments  by  submitting  a  single  set  of 
data. 

As  a  result  of  the  overarching  goals 
we  have  articulated  above  about 
encouraging  participation  and  concern 
about  eligible  professionals’  familiarity 
and  experience  with  the  program,  we 
propose  the  following  alternative 
criteria  for  satisfactory  reporting  during 
the  12-month  reporting  periods  for  the 

2015  and  2016  payment  adjustments  for 
eligible  professionals  and  group 
practices;  report  1  measure  or  measures 
group  using  the  claims,  registry,  or  EHR- 
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based  reporting  mechanisms.  We 
understand  that  this  particular  proposed 
alternative  criterion  for  satisfactory 
reporting  are  significantly  less  stringent 
that  the  satisfactory  reporting  criteria  we 
have  proposed  for  the  2013  and  2014 
incentives.  However,  we  stress  that  we 
are  proposing  less  stringent  criteria  only 
to  ease  eligible  professionals  and  group 
practices  who  have  not  previously 
participated  in  PQRS  into  reporting.  We 
note  that  we  are  only  proposing  these 
criteria  for  the  2015  and  2016  payment 
adjustments.  As  indicated  in  section 
III.G.S.c.,  for  2017  and  beyond,  we 
anticipate  eliminating  these  alternative 
proposed  criteria  and  establishing 
criteria  that  more  closely  resembles  the 
proposed  satisfactory  reporting  criteria 
to  the  2013  and  2014  incentives. 

With  respect  to  group  practices, 
section  1848(m)(3)(C)  requires  that  the  • 
criterion  for  group  reporting  use  a 
statistical  sampling  model,  such  as  the 
model  used  in  the  PGP  demonstration, 
we  note  that  this  proposed  reporting 
criteria  meets  this  standard,  as  the  group 
practice  would  decide  on  which  sample 
of  patients  to  report.  In  these  proposed 
criteria,  the  group  practice  would  select 
the  sample  number,  meaning  the  group 
could  choose  to  report  on  all  applicable 
patients  or  a  certain  number  of  patients 
to  which  the  particular  measure 
applied.  Please  note  that,  although  the 
group^ractice  may  choose  the  sample, 
we  anticipate  that  the  sample  the  group 
practice  selects  would  represent  a 
sufficient  picture  of  the  beneficiaries  the 
group  practice  sees.  We  invite  public 
comment  on  the  proposed  criteria  for 
satisfactory  reporting  for  the  2015  arid 
2016  payment  adjustments  for  eligible 
professionals  and  group  practices  using 
the  claims,  registry,  EHR-based 
reporting  mechanisms. 

b.  Proposed  Criteria  for  Satisfactory 
Reporting  for  the  2015  and  2016 
Payment  Adjustments  for  Eligible 
Professionals  and  Group  Practices  Using 
the  Administrative  Claims-Based 
Reporting  Mechanism 

(1)  Proposed  Criteria  for  Satisfactory 
Reporting  for  the  2015  and  2016 
Payment  Adjustments  for  Eligible 
Professionals  and  Group  Practices  Using 
the  Administrative  Claims-Based 
Reporting  Mechanism 

Unlike  the  traditional  PQRS  claims- 
based  reporting  mechanism,  the 
proposed  administrative  claims-based 
reporting  mechanism  does  not  require 
an  eligible  professional  to  submit 
quality  data  codes  (QDCs)  on  Medicare 
Part  B  claims.  Rather,  using  the 
administrative  claims-based  reporting 
mechanism  only  requires  that  an 


eligible  professional  or  group  practice 
submit  Medicare  claims  to  CMS.  Sincfe 
CMS,  rather  than  the  eligible 
professional  or  group  practice,  is 
performing  the  analysis  and  collecting 
the  data  provided  in  an  eligible 
professional’s  or  group  practice’s 
Medicare  claims  for  an  eligible 
professional’s  or  group  practice’s 
Medicare  beneficiaries,  we  believe  it  is 
appropriate  to  propose  a  reporting 
threshold  that  is  more  stringent  than 
that  proposed  for  the  2013  and  2014 
incentives  that  use  traditional  PQRS 
reporting  mechanisms.  Therefore,  we 
propose  the  following  criteria  for 
satisfactory  reporting  for  the  12-month 
reporting  periods  for  the  2015  and  2016 
payment  adjustments  for  eligible 
professionals  and  group  practices  using 
the  administrative  claims-based 
reporting  mechanism;  Report  ALL 
measures  in  Table  63  for  100  percent  of 
the  cases  in  which  the  measures  apply. 

Section  1848(m)(3)(C)  requires  that 
the  criterion  for  group  reporting  use  a 
statistical  sampling  model,  such  as  the 
'  model  used  in  the  PGP  demonstration. 
We  note  that,  although  these  criteria 
depart  from  the  model  used  in  the  PGP 
demonstration,  similar  to  our  arguments 
for  the  satisfactory  reporting  criteria  we 
are  proposing  for  group  practices  using 
the  claims,  registry,  and  EHR-based 
reporting  mechanisms,  we  believe  that 
these  criteria  still  meet  the  statistical 
sampling  model  requirement  in  that  the 
group  practices  would  still  be  required 
to  report  the  measures  on  a  sample  of 
their  patients.  We  understand  that,  with 
these  proposed  criteria,  the  group 
practice  provides  claims  data  to  CMS  on 
100  percent  of  its  patients  for  which  the 
measure  applies.  We  note  that  although 
reporting  on  100  percent  of  patients  is 
not  a  sample,  for  data  collection 
purposes,  CMS  would  only  collect  data 
on  the  group  practice’s  patients  to 
which  the  administrative  claims 
measures  apply.  Therefore,  even  though 
a  group  practice  who  sees  100  patients 
during  the  applicable  PQRS  payment 
adjustment  reporting  period  would 
report  on  100  percent  of  patients  to 
which  the  measure  applies,  not  all  of 
the  proposed  administrative  claims 
measures  would  necessarily  apply  to  all 
of  the  group  practice’s  patients.  Since 
the  group  practice  is  then  only 
providing  information  on  its  applicable 
patients,  we  believe  these  reporting 
criteria  would  still  meet  the  statistical 
sampling  model  requirement.  We  invite 
public  comment  on  these  proposed 
criteria. 

When  considering  proposals  for 
reporting  criteria  for  the  2015  and  2016 
PQRS  payment  adjustments,  we 
considered  satisfactory  reporting 


options  that  would  encourage  eligible 
professionals  and  group  practices  to 
report  for  the  2013  and/or  2014 
incentives  but,  should  eligible 
professionals  or  group  practices  come 
up  shy  of  meeting  the  2013  and/or  2014 
incentive  reporting  criteria,  would  still 
allow  an  eligible  professional  to  meet 
the  criteria  for  satisfactory  reporting  for 
the  2015  and/or  2016  payment 
adjustments.  In  lieu  or  more  lenient 
satisfactory  reporting  criteria  we 
proposed  for  the  2015  and  2016 
payment  adjustment,  e.g.  to  report  at 
least  1  measure  or  measures  group  or  to 
elect  the  administrative  claims-based 
reporting  option,  we  considered  the 
option  of  defaulting  those  eligible 
professionals  who  report  but  fail  to  meet 
the  criteria  for  satisfactory  reporting 
using  the  proposed  criteria  for  the  2013 
and/or  2014  incentives  to  the 
administrative  claims-based  reporting 
option.  We  would  therefore  analyze  the 
claims  of  all  eligible  professionals  wbo 
report  at  least  1  measure  under  a 
traditional  reporting  method  during  the 
respective  2015  and  2016  payment 
adjustment  reporting  periods  under  the 
administrative  claims-based  reporting 
option.  We  considered  this  proposal 
because  it  is  our  intention  to  encourage 
eligible  professionals  to  report  PQRS 
measures  using  the  proposed  reporting 
criteria  for  the  2013  and  2014  PQRS 
incentives.  However,  given  our  concern 
about  new  eligible  professionals’ 
familiarity  and  experience  with  the 
program,  we  believe  it  is  necessary  to 
propose  an  alternative,  less  stringent 
reporting  option.  We  invite  public 
comment  on  this  considered  proposal. 

c.  Proposed  Analysis  of  Eligible 
Professionals  and  Group  Practices  Who 
Will  Be  Assessed  a  PQRS  Payment 
Adjustment 

As  noted  in  §  414.90(b),  an  eligible 
professional  is  assessed  at  the  TIN/NPI 
level  emd  a  group  practice  selected  to 
participate  in  the  GPRO  is  assessed  at 
the  TIN  level.  As  there  is  a  1-year  lapse 
in  time  between  the  end  of  a  proposed 
respective  payment  adjustment 
reporting  period  and  when  an  eligible 
professional  is  expected  to  receive  a 
PQRS  payment  adjustment  for  not 
meeting  the  requirements  for 
satisfactory  reporting  for  the  respective 
payment  adjustment,  we  understand 
that  an  eligible  professional  may  change 
his  or  her  TIN/NPIs  during  this  lapse  of 
time.  Likewise,  a  group  practice  selected 
to  participate  in  the  GPRO  may  change 
its  TIN  during  this  lapse  in  time.  We 
believe4his  raises  issues  with  regard  to 
the  subsequent  application  pf  the 
payment  adjustment  and  concerns  about 
the  potential  for  abuse  (e.g.,  “gaming  the 
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system”).  Accordingly,  we  invite  public 
comment  this  issue,  including  what 
parameters,  if  any,  CMS  should  impose 
regarding  the  changes  in  TIN/NPIs  and 
compositions  of  group  practices  with 
regard  to  the  payment  adjustment. 

d.  Criteria  for  Satisfactory  Reporting  for 
the  Payment  Adjustments  for  2017  and 
Beyond  for  Eligible  Professionals  and 
Group  Practices 

We  have  stressed  the  importance  of 
allowing  eligible  professionals  and 
group  practices  who  are  new  to  the 
program  to  gain  familiarity  with  PQRS’s 
reporting  requirements.  However,  we 
note  that,  as  we  move  towards  the  sole 
implementation  of  payment  adjustments 
(which  would  serve  as  the  reporting 
period  for  the  2017  payment 
adjustment),  it  is  our  intention  that 
eligible  professionals  would  be  ex(>ected 
to  meet  reporting  criteria  that  more 
closely  align  to  the  reporting  criteria 
that  we  have  proposed  for  the  2014 
incentives  above.  It  is  our  expectation 
that  in  two  years’  time,  eligible 
professionals  w'ho  are  new  to  PQRS 
would  have  enough  familiarity  with  the 
program  that  CMS  could  reasonably 
expect  a  majority  of  participating 
eligible  professionals  to  meet  the 
requirements  that  are  identical  or  very 
similar  to  those  that  have  been  required 
for  incentive  payment  purposes.  We 
invite  public  comment  on  goals  for 
future  criteria  for  satisfactory  reporting 
we  may  require  under  the  program  for 
the  2017  payment  adjustment  that  are 
identical  or  similar  to  the  criteria  we 
have  proposed  for  the  2014  incentive 
pajrments.  We  also  invite  commenters  to 
provide  alternative  criteria  for  us  to 
consider  in  future  rulemaking  for  the 
payment  adjustments  for  2017  and 
beyond. 

6.  PQRS  Quality  Measures  for  2013  and 
Beyond 

a.  Statutory  Requirements  for  the 
Selection  of  Proposed  PQRS  Quality 
Measures  for  2013  and  Beyond 

Under  section  1848(k)(2)(C)(i)  of  the 
Act,  the  PQRS  quality  measures  shall  be 
such  measures  selected  by  the  Secretary 
from  measures  that  have  been  endorsed 
by  the  entity  with  a  contract  with  the 
Secretary  under  subsection  1890(a)  of 
the  Act  (currently,  that  is  the  National 
Quality  Forum,  or  NQF).  However,  in 
the  case  of  a  specified  area  or  medical 
topic  determined  appropriate  by  the 
Secretary  for  which  a  feasible  and 
practical  measure  has  not  been  endorsed 
by  the  NQF,  section  1848(k)(2)(C)(ii)  of 
the  Act  authorizes  the  Secretary  to 
specify  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 


given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the  Secretary, 
such  as  the  AQA  alliance.  In  light  of 
these  statutory  requirements,  we  believe 
that,  except  in  the  circumstances 
specified  in  the  statute,  each  PQRS 
quality  measure  must  be  endorsed  by 
the  NQF.  Additionally,  section 
1848(k)(2)(D)  of  the  Act  requires  that  for 
each  PQRS  quality  measure,  “the 
Secretary  shall  ensure  that  eligible 
professionals  have  the  opportunity  to 
provide  input  during  the  development, 
endorsement,  or  selection  of  measures 
applicable  to  services  they  furnish.” 

The  statutory  requirements  under 
section  1848(k)(2)(C)  of  the  Act,  subject 
to  the  exception  noted  previously, 
require  only  that  the  measiues  be 
selected  from  measures  that  have  been 
endorsed  by  the  entity  with  a  contract 
with  the  Secretary  under  section  1890(a) 
(that  is,  the  NQF)  and  are  silent  for  how 
the  measures  that  cue  submitted  to  the 
NQF  for  endorsement  were  developed. 
The  basic  steps  for  developing  measures 
applicable  to  physicians  and  other 
eligible  professionals  prior  to 
submission  of  the  measures  for 
endorsement  may  be  carried  out  by  a 
variety  of  different  organizations.  We  do 
not  believe  there  needs  to  be  any  special 
restrictions  on  the  type  or  make-up  of 
the  organizations  carrying  out  this  basic 
process  of  development  of  physician 
measures,  such  as  restricting  the  initial 
development  to  physician-controlled 
organizations.  Any  such  restriction 
would  unduly  limit  the  basic 
development  of  quality  measures  and 
the  scope  and  utility  of  measures  that 
may  be  considered  for  endorsement  as 
voluntary  consensus  standards  for 
purposes  of  the  PQRS. 

In  addition  to  section  1848(k)(2)(C)  of 
the  Act,  section  1890A  of  the  Act,  as 
amended  by  adding  section  3014  of  the 
Patient  Protection  and  Affordable  Care 
Act  (PPACA),  requires  that  the  entity 
with  a  contract  with  the  Secretary  under 
subsecticm  1890(a)  of  the  Act  (currently 
that,  is  the  NQF)  establish  a  multi¬ 
stakeholder  group  that  would  provide 
for  a  transparent  process  for  selecting 
quality  measures,  such  as  the  quality 
measures  selected  for  reporting  under 
the  PQRS.  Pursuant  to  section  3014  of 
Affordable  Care  Act,  the  NQF  created 
the  Measure  Applications  Partnership. 
Section  1890(b)(7)(B)  requires  that  the 
Secretary  establish  a  pre-rulemaking 
process  whereby  the  multi-stakeholder 
group  will  provide  input  to  the 
Secretary  on  the  selection  of  quality 
measures.  To  receive  input  firom  the 
Measures  Applications  Partnership,  we 
submitted  all  the  measures  we  are 
proposing  in  this  section  with  the 


exception  of  the  administrative  claims 
measures  that  we  are  incorporating  to 
align  with  the  Value-Based  Modifier  and 
the  measures  that  we  are  incorporating 
to  align  with  the  Medicare  Shared 
Savings  Program  specified  in  Tables  29 
through  62.  The  list  of  measures  the 
Measures  Application  Partnership  have 
considered  for  2012  are  available  at 
http://www.qualityforum.org/ 
SettingPriorities/Partnership/ 

Measure  Applications _ 

Partnership. aspx. 

b.  Other  Considerations  for  the 
Selection  of  Proposed  PQRS  Quality 
Measures  for  2013  and  Beyond 

As  we  noted  above,  section 
1848(k)(2)(C)(ii)  of  the  Act  provides  an 
exception  to  the  requirement  that  the 
Secretary  select  measures  that  have  been 
endorsed  by  the  entity  with  a  contract 
under  section  1890(a)  of  the  Act  (that  is, 
the  NQF).  We  may  select  measures 
under  this  exception  if  there  is  a 
specified  area  or  medical  topic  for 
which  a  feasible  and  practical  measure 
has  not  been  endorsed  by  the  entity. 
Under  this  exception,  aside  from  NQF 
endorsement,  we  requested  that 
stakeholders  apply  the  following 
considerations  when  submitting 
measures  for  possible  inclusion  in  the 
PQRS  measure  set: 

•  High  impact  on  healthcare. 

•  Measures  that  are  high  impac^and 
support  CMS  and  HHS  priorities  for 
improved  quality  and  efficiency  of  care 
for  Medicare  beneficiaries. 

•  Measures  that  address  gaps  in  the 
quality  of  care  delivered  to  Medicare 
beneficiaries. 

•  Address  Gaps  in  the  PQRS  measure 
set. 

•  Measures  impacting  chronic 
conditions  (chronic  kidney  disease, 
diabetes  mellitus,  heairt  failure, 
hypertension  and  musculoskeletal). 

•  Measures  applicable  across  care 
settings  (such  as,  outpatient,  nursing 
facilities,  domiciliary,  etc.). 

•  Broadly  applicable  measures  that 
could  be  used  to  create  a  core  measure 
set  required  of  all  participating  eligible 
professionals. 

•  Measures  groups  that  reflect  the 
services  furnished  to  beneficiaries  by  a 
particular  specialty. 

On  October  7,  2011,  we  ended  a  Call 
for  Measures  that  solicited  new 
measures  for  possible  inclusion  in  the 
PQRS  for  2013  and  beyond.  During  the 
Call  for  Measures,  we  solicited  measures 
that  were  either  consistent  with  section 
1848(k)(2)(C)  of  the  Act  or  fell  under  the 
exception  specified  in  section 
1848(k)(2)(C)(ii)  of  the  Act.  Although 
the  deadline  to  submit  measures  for 
consideration  for  the  2013  PQRS 
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program  year  has  ended,  we  invite 
public  comment  on  future 
considerations  related  to  the  selection  of 
new  PQRS  quality  measures. 

c.  Proposed  PQRS  Quality  Measures 

This  section  focuses  on  the  proposed 
PQRS  individual  Measures  available  for 
reporting  via  claims,  registry,  and/or 
EHR-based  reporting  for  2013  and 
beyond.  To  align  with  the  proposed 
measure  domains  provided  in  the  EHR 
Incentive  Program  (77  FR  13743),  we 
classify  all  proposed  measures  against 
six  domains  based  on  the  National 
Quality  Strategy’s  six  priorities,  as 
follows: 

(1)  Patient  and  Family  Engagement. 
These  are  measures  that  reflect  the 
potential  to  improve  patient-centered 
care  and  the  quality  of  care  deKvered  to 
patients.  They  emphasize  the 
importance  of  collecting  patient- 
reported  data  and  the  ability  to  impact  ' 
care  at  the  individual  patient  level  as 
well  as  the  population  level  through 
greater  involvement  of  patients  and 
families  in  decision  making,  self  care, 
activation,  and  understanding  of  their 
health  condition  and  its  effective 
management. 

(2)  Patient  Safety.  These  are  measures 
that  reflect  the  safe  delivery  of  clinical 
services  in  both  hospital  and 
ambulatory  settings  and  include 
processes  that  would  reduce  harm  to 
patients  and  reduce  burden  of  illness. 
These  measures  should  enable 
longitudinal  assessment  of  condition- 
specific,  patient-focused  episodes  of 
care. 

(3)  Care  Coordination.  These  are 
measures  that  demonstrate  appropriate 
and  timely  sharing  of  information  and 
coordination  of  clinical  and  preventive 
services  among  health  professionals  in 
the  care  team  and  with  patients, 
caregivers,  and  families  in  order  to 
improve  appropriate  and  timely  patient 
and  care  team  communication. 

(4)  Population  and  Public  Health. 
These  are  measures  that  reflect  the  use 
of  clinical  and  preventive  services  and 
achieve  improvements  in  the  health  of 
the  population  served  and  are  especially 
focused  on  the  leading  causes  of 
mortality.  These  are  outcome-focused 
and  have  the  ability  to  achieve 
longitudinal  measurement  that  will 
demonstrate  improvement  or  lack  of 
improvement  in  the  health  of  the  US 
population. 

(5)  Efficient  Use  of  Healthcare 
Resources.  These  are  measures  that 
reflect  efforts  to  significantly  improve 
outcomes  and  reduce  errors.  These 
measures  also  impact  and  benefit  a  large 


number  of  patients  and  emphasize  the 
use  of  evidence  to  best  manage  high 
priority  conditions  and  determine 
appropriate  use  of  healthcare  resources. 

(6)  Clinical  Processes/Effectiveness. 
These  are  measures  that  reflect  clinical 
care  processes  closely  linked  to 
outcomes  based  on  evidence  and 
practice  guidelines. 

Please  note  that  the  PQRS  quality 
measure  specifications  for  any  given 
proposed  PQRS  individual  quality 
measure  may  differ  from  specifications 
for  the  same  quality  measure  used  in 
prior  years.  For  example,  for  the 
proposed  PQRS  quality  measures  that 
were  selected  for  reporting  in  2012, 
please  note  that  detailed  measure 
specifications,  including  the  measure’s 
title,  for  the  proposed  individual  PQRS 
quality  measures  for  2013  and  beyond 
may  have  been  updated  or  modified 
during  the  NQF  endorsement  process  or 
for  other  reasons.  In  addition,  due  to  our 
desire  to  align  measure  titles  with  the 
measure  titles  that  were  proposed  for 
2013,  2014,  2015,  and  potentially 
subsequent  years  of  the  EHR  Incentive 
Program,  we  note  that  the  measure  titles 
for  measures  available  for  reporting  via 
EHR  may  change.  To  the  extent  that  the 
EHR  Incentive  Program  updates  its 
measure  titles  to  include  version 
numbers  (77  FR  13744),  we  intend  to 
use  these  version  numbers  to  describe 
the  PQRS  EHR  measures  that  will  also 
be  available  for  reporting  for  the  EHR 
Incentive  Program.  We  will  continue  to 
work  toward  complete  alignment  of 
measure  specifications  across-  programs 
whenever  possible. 

Through  NQF’s  measure  maintenance 
process,  NQF  endorsed  measures  are 
sometimes  updated  to  incorporate 
changes  that  we  believe  do  not 
substantially  change  the  nature  of  the 
measure.  Examples  of  such  changes 
could  be  updated  diagnosis  or 
procedure  codes,  changes  to  exclusions 
to  the  patient  population,  definitions,  or 
extension  of  the  measure  endorsement 
to  apply  to  other  settings.  We  believe 
these  types  of  maintenance  changes  are 
distinct  from  more  substantive  changes 
to  measures  that  result  in  what  are 
considered  new  or  different  measures, 
and  that  they  do  not  trigger  the  same 
agency  obligations  under  ihe 
Administrative  Procedure  Act.  In  this 
proposed  rule,  we  are  proposing  that  if 
the  NQF  updates  an  endorsed  measure 
that  we  have  adopted  for  the  PQRS  in 
a  manner  that  we  consider  to  not 
substantially  change  the  nature  of  the 
measure,  we  would  use  a  subregulatory 
process  to  incorporate  those  updates  to 
the  measure  specifications  that  apply  to 


the  program.  Specifically,  we  would 
revise  the  Specifications  Manual  so  that 
it  clearly  identifies  the  updates  and 
provide  links  to  where  additional 
information  on  the  updates  can  be 
found.  We  would  also  post  the  updates 
on  the  CMS  QualityNet  Web  site  at 
https://www.QualityNet.org.  We  would 
provide  sufficient  lead  time  for  [insert 
applicable  peirty;  i.e.  hospitals,  LTCHs, 
etc.]  to  implement  the  changes  where 
changes  to  the  data  collection  systems 
would  be  necessary. 

We  would  continue  to  use  the 
rulemaking  process  to  adopt  changes  to 
measures  that  we  consider  to 
substantially  change  the  nature  of  the 
measure.  We  believe  that  this  proposal 
adequately  balances  our  need  to 
incorporate  NQF  updates  to  NQF — 
endorsed  [insert  name  of  applicable 
program]  measures  in  the  most 
expeditious  manner  possible,  while 
preserving  the  public’s  ability  to 
comment  on  updates  that  so 
fundamentally  change  an  endorsed 
measure  that  it  is  no  longer  the  same 
measure  that  we  originally  adopted.  We 
invite  public  comment  on  this  proposal. 

To  receive  more  information  on  the 
proposed  measures  contained  in  this 
section,  including  the  measure 
specifications  for  these  proposed 
measures,  please  contact  the  respective 
measure  owners.  Contact  information 
for  the  measure  owners  of  these 
proposed  PQRS  measures  is  available  at 
the  PQRS  Web  site  at  http:// 
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/PQRS/index.html. 

(1)  Proposed  PQRS  Individual  Core 
Measures  Available  for  Claims, 

Qualified  Registry,  and  EHR-Based 
Reporting  for  2013  and  Beyond 

In  2011,  the  Department  of  Health  and 
Human  Services  (HHS)  started  the 
Million  Hearts  Initiative,  which  is  an 
initiative  to  prevent  1  million  heart 
attacks  and  strokes  in  five  years.  We  are 
dedicated  to  this  initiative  and  seek  to 
encourage  eligible  professionals  to  join 
in  this  endeavor.  Therefore,  based  on 
our  desire  to  support  the  Million  Hearts 
initiative  and  maintain  our  focus  on 
cardiovascular  disease  prevention,  we 
are  proposing  the  following  proposed 
individual  PQRS  Core  Measures 
specified  in  Table  29  for  2013  and 
beyond.  Please  note  that  these  measures 
are  the  same  measures  we  finalized 
under  the  2012  PQRS  in  the  CY  2012 
Medicare  PFS  final  rule  (76  FR  73345). 
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TABLE  29:  Proposed  PQRS  Individual  Core  Measures  for  2013  and  Beyond 
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Clinical 
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0075/ 

241 


Clinical 

Process/ 


Measure  Title  and  Description* 
Diabetes  Mellitus:  Low  Density 
Lipoprotein  (LDL-C)  Control  in 
Diabetes  Mellitus:  Percentage  of 
patients  aged  18  through  75  years 
with  diabetes  mellitus  who  had 
most  recent  LDL-C  level  in  control 
(less  than  100  mg/dL) 


Ischemic  Vascular  Disease  (IVD): 
Use  of  Aspirin  or  Another 
Antithrombotic:  Percentage  of 
patients  aged  18  years  and  older 
with  ischemic  vascular  disease 
(IVD)  with  documented  use  of 
aspirin  or  other  antithrombotic 


Preventive  Care  and  Screening: 
Tobacco  Use:  Screening  and 
Cessation  Intervention: 
Percentage  of  patients  aged  18 
years  and  older  who  were  screened 
for  tobacco  use  one  or  more  times 
within  24  months  AND  who 
received  cessation  counseling 
intervention  if  identified  as  a 
tobacco  user 


Hypertension  (HTN):  Controlling 
High  Blood  Pressure:  Percentage 
of  patients  aged  1 8  through  85 
years  of  age  who  had  a  diagnosis  of 
hypertension  (HTN)  and  whose  BP 
was  adequately  controlled 
«  140/90  mmHeJ 


Ischemic  Vascular  Disease  (IVD): 
Complete  Lipid  Panel  and  Low 


NCQA-  X  X  X 


NCQA  X  X  X  X 
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NCQA  X  X  X  X 


X  HITECH 
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Hearts 


X  HITECH 
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Million 
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NCQA  X  X  X  X 
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NQF/ 

PQRS 

New  Measure 

National 

Quality 

Strategy 

Domain 

Measure  Title  and  Description^ 

Reporting 

Mechanism 

■ 

Other  Quality  Reporting 
Programs 

Measure  Steward 

PQRS  Claims 

PQRS  Qualified  Registry 

PQRS  Qualified  EHR 

CMS-Selected  GPRO 

(web  interface)* 

- - - - - 

Measures  Groups 

1 

Effective¬ 

ness 

Density  Lipoprotein  (LDL-C) 
Control:  Percentage  of  patients 
aged  1 8  years  and  older  with 
Ischemic  Vascular  Disease  (IVD) 
who  received  at  least  one  lipid 
profile  within  12  months  and  whose 
most  recent  LDL-C  level  was  in- 
control  (less  than  100  mg/dL) 

1 

1 

1 

1 

Million 

Hearts 

N/A/ 

316 

Clinical 

Process/ 

Effective¬ 

ness 

Preventive  Care  and  Screening: 
Cholesterol  -  Fasting  Low 

Density  Lipoprotein  (LDL)  Test 
Performed  AND  Risk-Stratified 
Fasting  LDL:  Percentage  of 
patients  aged  20  through  79  years 
whose  risk  factors*  have  been 
assessed  and  a  fasting  LDL  test  has 
been  performed 

♦There  are  three  criteria  for  this 
measure  based  on  the  patient’s  risk 
category. 

1.  Highest  Level  of  Risk:  Coronary 
Heart  Disease  (CHD)  or  CHD  Risk 
Equivalent 

2.  Moderate  Level  of  Risk: 

Multiple  (2+)  Risk  Factors 

3.  Lowest  Level  of  Risk:  0  or  1 

Risk  Factor 

CMS/ 

QIP 

HITECH 

Million 

Hearts 

N/A/ 

317 

Population 

/Public 

Health 

Preventive  Care  and  Screening: 
Screening  for  High  Blood 
Pressure:  Percentage  of  patients 
aged  18  and  older  who  are  screened 
for  high  blood  pressure 

CMS/ 

QIP 

X 

X 

X 

X 

X 

HITECH 

ACO 

Million 

Hearts 

*  Measures  that  can  be  reported  using  the  GPRO  web  interface. 

¥  Titles  and  descriptions  in  this  table  are  aligned  with  the  proposed  2013  Physician  Quality  Reporting  System 
Electronic  Health  Records  (EHR)  measure  titles,  and  may  differ  from  existing  measures  in  other  programs.  Please 
reference  the  National  Quality  Forum  (NQF)  and  Physician  Quality  Reporting  System  numbers  for  clarification. 
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proposing  that  the  measures  in  Table  29  we  are  not  proposing  to  require  that 
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eligible  professionals  report  on  these' 
proposed  PQRS  core  measures.  We 
invite  public  comment  on  the  proposed 
PQRS  core  measures  for  2013  and 
beyond. 


(2)  Proposed  PQRS  quality  measures 
Available  for  Reporting  via  the  Claims, 
Qualified  Registry,  EHR.’and  GPRO 
Web-Interface  Reporting  Mechanisms 
for  2013  and  Beyond 

This  section  contains  our  proposals 
for  individual  PQRS  quality  measures 
for  2013  and  beyond.  Please  note  that,' 
in  large  part,  we  are  proposing  to  retain 
most  of  the  quality  measures  we 
finalized  for  reporting  for  the  2012 


PQRS  (76  FR  42865  through  42872). 
However,  in  2013  and  2014,  we  are 
proposing  to  include  new  measures,  as 
well  as  remove  measures  that  were 
available  for  reporting  vmder  the  2012 
PQRS  (not  re-propose  certain  measures 
for  2013  and  beyond).  Table  30  specifies 
the  measures  we  are  proposing  to  be 
available  for  reporting  under  the  PQRS 
for  2013  and  beyond. 
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TABLE  30:  Proposed  PQRS  Individual  Quality  Measures  Available  for  Reporting  via 
Claims,  Registry,  EHR  and/or  the  GPRO  Web-Interface  for  2013  and  Beyond  That  Were 
NOT  Available  for  Reporting  under  the  2012  PORS 


Reporting 

Mechanism 


NQF/ 

PQRS 

National 
Quality 
^  Strategy 
Domain 

Measure  Title  and  Description^ 

Measure  Steward 

- , 

TBD/ 

Clinical 

Stroke  and  Stroke  Rehabilitation: 

AMA- 

TBD 

Process/ 

Effective¬ 

ness 

Tissue  Plasminogen  Activator 
(t-PA)  Considered  (Paired 
Measure):  Percentage  of  patients 
aged  1 8  years  and  older  with  a 
diagnosis  of  ischemic  stroke  who 
arrive  at  the  hospital  within  4.5 
hours  of  time  last  known  well  who 
were  considered  for  t-PA 
administration 

PCPI 

TBD/ 

Clinical 

Stroke  and  Stroke  Rehabilitation: 

AMA- 

TBD 

Process/ 

Effective¬ 

ness 

Tissue  Plasminogen  Activator 
(t-PA)  Administered  Initiated 
(Paired  Measure):  Percentage  of  all 
patients  aged  1 8  years  and  older 
with  a  diagnosis  of  ischemic  stroke 
who  present  within  two  hours  of 
time  last  known  well  and  who  are 
eligible  for  t-PA,  for  whom  t-PA 
was  initiated  within  three  hours  of 
time  last  known  well 

PCPI 

0729/ 

Clinical 

Diabetes  Composite:  Optimal 

MNC 

TBD 

Process/ 

Effective¬ 

ness 

Diabetes  Care:  Patients  ages  1 8 
through  75  with  a  diagnosis  of 
diabetes,  who  meet  all  the  numerator 
targets  of  this  composite  measure: 
Ale  <  8.0%,  LDL  <  100  mg/dL, 
blood  pressure  <  140/90  mmHg, 
tobacco  non-user  and  for  patients 
with  a  diagnosis  of  ischemic 
vascular  disease  daily  aspirin  use 
unless  contraindicated 

M 

0658/ 

Care 

Endoscopy  and  Polyp 

AMA- 

TBD 

Coordina¬ 

tion 

Surveillance:  Appropriate  Follow- 
Up  Interval  for  Normal 

PCPI 

c/5  c/5  C« 

22 

O'  O'  O'  S  ^ 
0,  CL,  a.  O 


Other  Quality  Reporting 
Programs 


NQF/ 

PQRS 
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National 

Quality 

Strategy 

Domain 


Care 

Coordina- 


Measure  Title  and  Description^ 
Colonoscopy  in  Average  Risk 
Patients:  Percentage  of  patients 
aged  50  years  and  older  receiving  a 
screening  colonoscopy  without 
biopsy  or  polypectomy  who  had  a 
recommended  follow-up  interval  of 
at  least  10  years  for  repeat 
colonoscopy  documented  in  their 
colonoscopy  report 


Participation  by  a  Physician  or 
Other  Clinician  in  a  Systematic 
Clinical  Database  Registry  that 
Includes  Consensus  Endorsed 
Quality:  Participation  in  a 
systematic  qualified  clinical 
database  registiy  involves: 

a.  Physician  or  other  clinician 
submits  standardized  data  elements 
to  registry 

b.  Data  elements  are  applicable  to 
consensus  endorsed  quality 
measures 

c.  Registry  measures  shall  include  at 
least  two  (2)  representative  NQF 
consensus  endorsed  measures  for 
registry's  clinical  topic(s)  and  report 
on  all  patients  eligible  for  the 
selected  measures. 

d.  Registry  provides  calculated 
measures  results,  benchmarking,  and 
quality  improvement  information  to 
individual  physicians  and  clinicians. 

e.  Registry  must  receive  data  from 
more  than  5  separate  practices  and 
may  not  be  located  (warehoused)  at 
an  individual  group’s  practice. 
Participation  in  a  national  or  state¬ 
wide  registry  is  encouraged  for  this 


Other  Quality  Reporting 
Programs 
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National 

Quality 

Strategy 

Domain 


Efficient 
Use  of 
Healthcare 
Resources 


Efficient 
Use  of 
Healthcare 
Resources 


Efficient 
Use  of 
Healthcare 
Resources 


Measure  Title  and  Description’^ 


f  Registry  may  provide  feedback 
directly  to  the  provider’s  local 
registry  if  one  exists 


Cardiac  Stress  Imaging  Not 
Meeting  Appropriate  Use 
Criteria:  Preoperative  Evaluative 
in  Low-Risk  Surgery  Patients: 

Percentage  of  stress  single-photon 
emission  computed  tomography 
(SPECT)  myocardial  perfusion 
imaging  (MPI),  stress  echo,  cardiac 
computed  tomography  angiography 
(CCTA),  or  cardiovascular  magnetic 
resonance  (CMR)  performed  in  low 
risk  surgery  patients  for  preoperative 
evaluation 


Cardiac  Stress  Imaging  Not 
Meeting  Appropriate  Use 
Criteria:  Routine  Testing  After 
Percutaneous  Coronary 
Intervention  (PCI):  Percentage  of 
all  stress  single-photon  emission 
computed  tomography  (SPECT) 
myocardial  perfusion  imaging  (MPI) 
and  stress  echo  performed  routinely 
after  percutaneous  cardiology 
intervention  (PCI),  with  reference  to 
timing  of  test  after  PCI  and 
symptom  status 


Cardiac  Stress  Imaging  Not 
Meeting  Appropriate  Use 
Criteria:  Testing  in  Asyptomatic, 
Low-Risk  Patients:  Percentage  of 
all  stress  single-photon  emission 
computed  tomography  (SPECT) 
myocardial  perfusion  imaging 
(MPI),  stress  echo,  cardiac 


44834 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Care 

Coordina- 


Measure  Title  and  Description^ 


computed  tomography  angiography 
(CCTA),  and  cardiovascular 
magnetic  resonance  (CMR) 
performed  in  asymptomatic,  low 
coronary  heart  disease  (CHD)  risk 
patients  for  intial  detection  and  risk 
assessment 


Adult  Major  Depressive  Disorder: 
Coordination  of  Care  of  Patients 
with  Co-Morbid  Conditions  - 
Timely  Follow-Up:  Percentage  of 
medical  records  of  patients  aged  1 8 
years  and  older  with  a  diagnosis  of 
MDD  and  a  diagnosed  co-morbid 
condition  being  treated  by  another 
physician  with  communication  to  the 
other  physician  treating  the  co- 
morbid  condition 


Coordination  of  Care  of  Patients 
with  Co-Morbid  Conditions  - 
Timely  Follow-Up  (Paired 
Measure):  Percentage  of  medical 
records  of  patients  aged  1 8  years  and 
older  with  a  diagnosis  of  major 
depressive  disorder  (MDD)  and  a 
diagnosed  co-morbid  condition  with 
communication  to  another  physician 
treating  the  co-morbid  condition 
who  have  a  response  from  the  other 
physician  within  45  days  of  original 
communication  OR  who  have  a 
follow-up  attempt  within  60  days  of 
original  communication  by  the 
physician  treating  MDD  to  elicit  a 
response  from  the  other  physician 


Atrial  Fibrillation  and  Atrial 
Flutter:  Chronic  AnticQaguiation 


Other  Quality  Reporting 
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Reporting 

Mechanism 


National 

Quality 

Strategy 

Domain 


rj  ^  «  -S 

^  e 

i/3c/3cr5i  — 

tf  £  Xi 

O'  a  O  S  I 

flu  On  U 


Measure  Title  and  Description 


Therapy:  Percentage  of  patients 
aged  1 8  and  older  with  nonvalvular 
AF  or  atrial  flutter  at  high  risk  for 
thromboembolism,  according  to 
CHADS2  risk  stratification,  who 
were  presecribed  warfarin  or  another 
oral  anticoagulant  drug  that  is  FDA 
approved  for  the  prevention  of 
thromboembolism  during  the  12- 
month  reporting  period 


Clinical  Pediatric  End-Stage  Renal  Disease  AMA/ 

Process/  Measure  (AMA/ASPN):  Pediatric  ASPN 

Effective-  Kidney  Disease:  Adequacy  of 

ness  Volume  Management:  Percentage 

of  calendar  months  within  a  12- 
month  period  during  which  patients 
aged  17  years  and  younger  with  a 
diagnosis  of  end-stage  renal  disease 
(ESRD)  undergoing  maintenance 
hemodialysis  in  an  outpatient 
dialysis  facility  have  an  assessment 
of  the  adequacy  of  volume 
management  from  a  nephrologist 


Clinical  Pediatric  Kidney  Disease:  ESRD 

Process/  Patients  Receiving  Dialysis: 

Effective-  Hemoglobin  Level  <10g/dL: 

ness  Percentage  of  calendar  months 

within  a  12-month  period  during 
which  patients  aged  1 7  years  and 
younger  with  a  diagnosis  of  ESRD 
receiving  hemodialysis  or  peritoneal 
dialysis  have  a  Hemoglobin  level 
<10  g/dL 


■"Measures  that  can  be  reported  using  the  GPRO  web  interface. 

^These  measures  can  only  be  reported  by  participants  using  the  GPRO.  They  are  not  available  for  reporting  for 
individual  Eligible  Professionals  using  this  reporting  method. 

¥  Titles  and  descriptions  in  this  table  may  differ  from  existing  measures  in  other  programs.  Please  reference  the 
National  Quality  Forum  (NQF)  and  PQRS  numbers  for  clarification.  "  • 


BILLING  CODE  4120-01-ClC 


Although  we  are  proposing  to  add 
measures  that  were  not  available  for 


reporting  under  the  2012  PQRS,  we  note 
that  we  are  not  proposing  to  retain 


Other  Quality  Reporting 
Programs 
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TABLE  31:  Measures  Included  in  the  2012  PQRSs  Measure  Set  that  are  Not  Proposed  to 


be  Included  in  the  Physician  Quality  Reporting  Program  Measure  Set  for  2013  and  Beyond 


NQF/ 

PQRS 

National 

Quality 

Strategy 

Domain 

Measure  Title  and  Description^ 

Reporting 

Mechanism 

Other  Quality  Reporting 
Programs 

u 

a> 

-w 

V 

h 

3 

as 

u 

s 

E 

'5 

U 

(/) 

ec 

<y 

a. 

>> 

'W 

V9 

’3d 

"O 

V 

c 

13 

3 

O' 

1/3 

cc 

o 

Pm 

X 

X 

u 

•3 

mm 

.Si 

u 

1/3 

1 

C/3 

S 

u 

CMS-Selected  GPRO 
(web  interface)* 

a 

3 

o 

b 

O 

v> 

U 

3 

If) 

es 

0246/ 

10 

V 

Clinical 

Process/ 

Effective¬ 

ness 

Stroke  and  Stroke  Rehabilitation: 
Computed  Tomography  (CT)  or 
Magnetic  Resonance  Imaging 
(MRI)  Reports:  Percentage  of  final 
reports  for  CT  or  MRI  studies  of  the 
brain  performed  either: 

•  In  the  hospital  within  24  hours  of 
arrival,  OR 

•  In  an  outpatient  imaging  center 
to  confirm  initial  diagnosis  of  stroke, 
transient  ischemic  attack  (TIA)  or 
intracranial  hemorrhage 

For  patients  aged  18  years  and  older 
with  either  a  diagnosis  of  ischemic 
stroke,  TIA  or  intracranial 
hemorrhage  OR  at  least  one 
documented  symptom  consistent 
with  ischemic  stroke,  TIA  or 
intracranial  hemorrhage  that 
includes  documentation  of  the 
presence  or  absence  of  each  of  the 
following:  hemorrhage,  mass  lesion 
and  acute  infarction 

AMA- 

PCPI/ 

NCQA 

X 

X 

HITECH 

0094/ 

57 

Clinical 

Process/ 

Effective¬ 

ness 

Emergency  Medicine: 
Community-Acquired  Pneumonia 
(CAP):  Assessment  of  Oxygen 
Saturation:  Percentage  of  patients 
aged  18  years  and  older  with  a 
diagnosis  of  community-acquired 
bacterial  pneumonia  with  oxygen 
saturation  documented  and  reviewed 

AMA- 

PCPI/ 

NCQA 

1 

1 

0095/58 

Clinical 

Process/ 

Effective¬ 

ness 

Emergency  Medicine: 
Community-Acquired  Pneumonia 
(CAP):  Assessment  of  Mental 
Status:  Percentage  of  patients  aged 
18  years  and  older  with  a  diagnosis 
of  community-acquired  bacterial 

AMA- 

PCPI/ 

NCQA 

X 

X 

Other  Quality  Reporting 
Programs 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


AQA  Clinical 

adopted/  Process/ 

1 86  Effective- 


Care 

Coordina¬ 

tion 


Measure  Title  and  Description 


pneumonia  with  mental  status 

assessed _ 

Acute  Otitis  Externa  (AOE):  Pain 
Assessment:  Percentage  of  patient 
visits  for  those  patients  aged  2  years 
and  older  with  a  diagnosis  of  AOE 
with  assessment  for  auricular  or 
periauricular  pain 


Health  Information  Technology 
(HIT):  Adoption/Use  of  Electronic 
Health  Records  (EHR): 

Documents  whether  provider  has 
adopted  and  is  using  health 
information  technology.  To  report 
this  measure,  the  eligible 
professional  must  have  adopted  and 
be  using  a  certified.  Physician 
Quality  Reporting  System  qualified 
or  other  acceptable  EHR.system 


Carotid  Endarterectomy:  Use  of 
Patch  During  Conventional 
Carotid  Endarterectomy: 

Percentage  of  patients  aged  18  years 
and  older  undergoing  conventional 
(non-eversion)  carotid 
endarterectomy  (CEA)  who  undergo 
patch  closure  of  the  arteriotomy 


Chronic  Wound  Care:  Use  of 
Compression  System  in  Patients 
with  Venous  Ulcers:  Percentage  of 
patients  aged  1 8  years  and  older 
with  a  diagnosis  of  venous  ulcer 
who  were  prescribed  compression 
therapy  within  the  12-month 
reporting  period 


Referral  for  Otologic  Evaluation 
for  Patients  with  History  of  Active 
Drainage  from  the  Ear  Within  the 
Previous  90  Days:  Percentage  of 


-o  w 

««  T3 

E  IS  S 

^  3  a> 

U  O' 

S  S  » 

22^ 


AMA-  X  X 
PCPI 


CMS/  XX 
QIP  '  • 


SVS  1  X  X 


AMA-  X  X 
PCPI/ 

NCQA 


AQC  ■  X  X 


Other  Quality  Reporting 
Programs 
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National 

Quality 

Strategy 

Domain 


WAI  Care 

190  Coordina¬ 

tion 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and  Description 


patients  aged  birth  and  older  who  . 
have  disease  of  the  ear  and  mastoid 
processes  referred  to  a  physician 
(preferably  a  physician  with  training 
in  disorders  of  the  ear)  for  an 
otologic  evaluation  subsequent  to  an 
audiologic  evaluation  after 
presenting  with  a  history  of  active 
drainage  from  the  ear  within  the 
previous  90  days 


Referral  for  Otologic  Evaluation 
for  Patients  with  a  History  of 
Sudden  or  Rapidly  Progressive 
Hearing  Loss:  Percentage  of 
patients  aged  birth  and  older  referred 
to  a  physician  (preferably  a 
physician  with  training  in  disorders 
of  the  ear)  for  an  otologic  evaluation 
immediately  following  an  audiologic 
evaluation  that  verifies  and 
documents  sudden  or  rapidly 
progressive  hearing  loss 


Coronary  Artery  Disease  (CAD): 
Symptom  and  Activity 
Assessment:  Percentage  of  patients 
aged  18  years  and  older  with  a 
diagnosis  of  coronary  artery  disease 
seen  within  a  12  month  period  for 
whom  there  are  documented  results 
of  an  evaluation  of  level  of  activity 
AND  an  evaluation  of  presence  or 
absence  of  anginal  symptoms  in  the 
medical  record 


Heart  Failure:  Patient  Education: 

Percentage  of  patients  aged  18  years 
and  older  with  a  diagnosis  of  heart 
failure  who  were  provided  with 
patient  education  on  disease 
management  and  health  behavior 


\ 


Other  Quality  Reporting 
Programs 
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' 

NQF/ 

PQRS 

National 

Quality 

Strategy 

Domain 

Measure  Title  and  Description^ 

Reporting 

Mechanism 

Other  Quality  Reporting 
Programs 

Measure  Steward 

PQRS  Claims 

-w 

Vi 

'Si 

CC 

"O 

V 

C 

3 

a 

c/5 

a:, 

o 

Ou 

CMS-Selected  EHR 

CMS-Selected  GPRO 
(web  interface)* 

Measures  Groups 

changes  during  one  or  more  visit(s) 
within  12  months 

■■ 

1 

1 

1 

■ 

1 

0447/ 

212 

Care 

Coordina¬ 

tion 

Functional  Communication 
Measure  -  Motor  Speech: 

Percentage  of  patients  aged  16  years 
and  older  with  a  diagnosis  of  late 
effects  of  cerebrovascular  disease 
(CVD)  that  make  progress  on  the 
Motor  Speech  Functional 
Communication  Measure 

ASHA 

1 

X 

1 

1 

1 

0017/ 

235 

Clinical 

Process/ 

Effective¬ 

ness 

Hypertension  (HTN):  Plan  of 

Care:  Percentage  of  patient  visits 
for  patients  aged  1 8  years  and  older 
with  a  diagnosis  of  HTN  during 
which  either  systolic  blood  pressure 
>  140  mmHg  OR  diastolic  blood 
pressure  >  90mm  Hg,  with 
documented  plan  of  care  for  • 
hypertension 

CMS/ 

QIP 

• 

0502/ 

253 

Clinical 

Process/ 

Effective¬ 

ness 

Pregnancy  Test  for  Female 
Abdominal  Pain  Patients: 

Percentage  of  female  patients  aged 

14  to  50  who  present  to  the 
emergency  department  (ED)  with  a 
chief  complaint  of  abdominal  pain 
for  whom  a  pregnancy  test  ordered 

ACEP 

X 

X 

1 

*  Measures  that  can  be  reported  using  the  GPRO  web  interface. 

¥  Titles  and  descriptions  in  this  table  are  aligned  with  the  proposed  2013  PQRS  Electronic  Health  Records  (EHR) 
measure  titles,  and  may  differ  from  existing  measures  in  other  programs.  Please  reference  the  National  Quality 
Forum  (NQF)  and  PQRS  numbers  for  clarification. 


BILLING  CODE  4120-01-C 

A  summary  of  the  measures  we  are 
proposing  for  2013  and  beyond  are 
specified  in  Table  32.  Table  32  specifies 


our  proposals  to  propose  all  measures 
that  were  available  for  reporting  in 
PQRS  in  2012,  with  the  exception  of  the 
measures  listed  in  Table  31,  as  well  as 


propose  new  measures  specified  in 
Table  30  not  available  for  reporting 
under  PQRS  in  prior  years. 

BILUNG  CODE  4120-01-P 
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TABLE  32:  Proposed  PQRS  Individual  Quality  Measures  Available  for  Reporting  via 
Claims,  Registry,  EHR,  or  GRPO  Web-Interface  for  2013  and  Beyond 


NQF/ 

PQRS 

New  Measure 

National 

Quality 

Strategy 

Domain 

Measure  Title  and 
Description^ 

Reporting 

Mechanism 

ei3 

G 

u 

o 

Q. 

0) 

X 

>> 

G  g 

O 

O  Pi 

■o 

es 

(Z5 

s 

a 

a 

S 

S 

"3 

U 

PS 

o 

>> 

L. 

1/) 

‘3d 

Oi 

"O 

S 

3 

cx 

c/3 

ec 

o 

a. 

X 

X 

bi 

•o 

c 

3 

O' 

c/3 

X 

o 

On 

D 

iS 

5  ♦ 

a  a 
^  % 
S  ^ 

^  a 
/3  e 

j  * 

a 

3 

o 

b. 

U 

<u 

u 

3 

t/i 

3 

<U 

0059/ 

1 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus: 
Hemoglobin  Ale  Poor 
Control  in  Diabetes 
Mellitus:  Percentage  of 
patients  aged  18  through 

75  years  with  diabetes 
mellitus  who  had  most 
recent  hemoglobin  Ale 
greater  than  9.0% 

NCQA 

X 

X 

X 

_ 

X 

X 

HITECH 

ACO 

0064/ 

2 

Clinical 

Process/ 

Effective 

ness 

Diabetes  Mellitus:  Low 
Density  Lipoprotein 
(LDL-C)  Control  in 
Diabetes  Mellitus: 

Percentage  of  patients 
aged  18  through  75  years 
with  diabetes  mellitus 
who  had  most  recent 
LDL-C  level  in  control 
(less  than  100  mg/dL) 

NCQA 

X 

HITECH 

Million 

Hearts 

1 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  High 
Blood  Pressure  Control 
in  Diabetes  Mellitus: 
Percentage  of  patients 
aged  18  through  75  years 
with  diabetes  mellitus 
who  had  most  recent 
blood  pressure  in  control 
(less,  than  140/90  mmHg) 

NCQA 

1 

X 

HITECH 

1 

Clinical 

Process/ 

Effective¬ 

ness 

Heart  Failure: 
Angiotensin-Converting 
Enzyme  (ACE)  Inhibitor 
or  Angiotensin  Receptor 
Blocker  (ARB)  Therapy 
for  Left  Ventricular 

AMA- 

pcpy 

ACCF/ 

AHA 

X 

X 

X 

HITECH 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Systolic  Dysfunction 
(LVSD):  Percentage  of 
patients  aged  1 8  years  cind 
older  with  a  diagnosis  of 
heart  failure  and  LVSD 
(LVEF  <  40%)  who  were 
prescribed  ACE  inhibitor 
or  ARB  theranv 


Coronary  Artery  Disease 
(CAD):  Antiplatelet 
Therapy:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
coronary  artery  disease 
seen  within  a  1 2  month 
period  who  were 
prescribed  aspirin  or 
clopidogrel 


Coronary  Artery  Disease 
(CAD):  Beta-Blocker 
Therapy  for  CAD 
Patients  with  Prior 
Myocardial  Infarction 
(MI):  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
CAD  and  prior  MI  who 
were  prescribed  beta- 
blocker  therapy 


Heart  Failure:  Beta- 
Blocker  Therapy  for 
Left  Ventricular  Systolic 
Dysfunction  (LVSD): 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  heart 


)ther  Quality  Reporting 
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Anti-depressant 
medication 
management:  (a) 
Effective  Acute  Phase 
Treatment,  (b)  Effective 
Continuation  Phase 
Treatment:  The 
percentage  of  patients  1 8 
years  of  age  and  older 
who  were  diagnosed  with 
a  new  episode  of  major 
depression,  treated  with 
antidepressant  medication, 
and  who  remained  on  an 
antidepressant  medication 
treatment 


Primary  Open  Angle 
Glaucoma  (POAG): 
Optic  Nerve  Evaluation: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  POAG 
who  have  an  optic  nerve  . 
head  evaluation  during 
one  or  more  office  visits 
within  12  months 


Age-Related  Macular 
Degeneration  (AMD): 
Dilated  Macular 
Examination:  Percentage 
of  patients  aged  50  years 
and  older  with  a  diagnosis 


[easures  Groups 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


of  AMD  who  had  a 
dilated  macular 
examination  peiformed 
which  included 
documentation  of  the 
presence  or  absence  of 
macular  thickening  or 
hemorrhage  AND  the 
level  of  macular 
degeneration  severity 
during  one  or  more  office 
visits  within  12  months 


Diabetic  Retinopathy: 
Documentation  of 
Presence  or  Absence  of 
Macular  Edema  and 
Level  of  Severity  of 
Retinopathy:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  diabetic  retinopathy 
who  had  a  dilated  macular 
or  fundus  exam  performed 
which  included 
documentation  of  the  level 
of  severity  of  retinopathy 
and  the  presence  or 
absence  of  macular  edema 
during  one  or  more  office 
visits  within  12  months 


Diabetic  Retinopathy: 
Communication  with  the 
Physician  Manning  On¬ 
going  Diabetes  Care: 
Percentage  of  patients 
aged  1 8  years  and  older 
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National 

Quality 

Strategy 

Domain 


Measure  Title  and 
Description^ 


with  a  diagnosis  of 
diabetic  retinopathy  who 
had  a  dilated  macular  or 
fundus  exam  performed 
with  documented 
communication  to  the 
physician  who  manages 
the  on-going  care  of  the 
patient  with  diabetes 
mellitus  regarding  the 
findings  of  the  macular  or 
fundus  exam  at  least  once 
within  12  months  • 


Perioperative  Care: 
Timing  of  Antibiotic 
Prophylaxis  -  Ordering 
Physician:  Percentage  of 
surgical  patients  aged  18 
years  and  older 
undergoing  procedures 
•with  the  indications  for 
prophylactic  parenteral 
antibiotics,  who  have  an 
order  for  prophylactic 
parenteral  antibiotic  to  be 
given  within  one  hour  (if 
fluoroquinolone  or 
vancomycin,  two  hours), 
prior  to  the  surgical 
incision  (or  start  of 
procedure  when  no 
incision  is  required) 


Perioperative  Care: 
Selection  of  Prophylactic 
Antibiotic  -  First  OR 
Second  Generation 


Measures  Groups 
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National 

Quality 

Strategy 

Domain 


Measure  Title  and 
Description^ 


Cephalosporin: 

Percentage  of  surgical 
patients  aged  1 8  years  and 
older  undergoing 
procedures  with  the 
indications  for  a  first  OR 
second  generation 
cephalosporin 
prophylactic  antibiotic, 
who  had  an  order  for 
cefazolin  OR  cefiiroxime 
for  antimicrobial 
prophylaxis 


Perioperative  Care: 
Discontinuation  of 
Prophylactic  Antibiotics 
(Non-Cardiac 
Procedures):  Percentage 
of  non-cardiac  surgical 
patients  aged  1 8  years  and 
older  undergoing 
procedures  with  the 
indications  for 
prophylactic  parenteral 
antibiotics  AND  who 
received  a  prophylactic 
parenteral  antibiotic,  who 
have  an  order  for 
discontinuation  of  - 
prophylactic  parenteral 
antibiotics  within  24  hours 
of  surgical  end  time 


easures  Groups 
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National 

Quality 

Strategy 

Domain 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


(When  Indicated  in  ALL 
Patients):  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing 
procedures  for  which  VTE 
prophylaxis  is  indicated  in 
all  patients,  who  had  an 
order  for  Low  Molecular 
Weight  Heparin 
(LMWH),  Low-Dose 
Unffactionated  Heparin 
(LDUH),  adjusted-dose 
warfarin,  fondaparinux  or 
mechanical  prophylaxis  to 
be  given  within  24  hours 
prior  to  incision  time  or 
within  24  hours  after 
surgery  end  time 


Osteoporosis: 
Communication  with  the 
Physician  Managing  On¬ 
going  Care  Post- 
Fracture  of  Hip,  Spine 
or  Distal  Radius  for  Men 
and  Women  Aged  50 
Years  and  Older: 
Percentage  of  patients 
aged  50  years  and  older 
treated  for  a  hip,  spine  or 
distal  radial  fracture  with 
documentation  of 
communication  with  the 
physician  managing  the 
patient’s  on-going  care 
that  a  fracture  occurred 
and  that  the  patient  was  or 


Other  Quality  Reporting 
Programs 
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National 
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Measure  Title  and 
Description^ 

■■ 

1 

should  be  tested  or  treated 
for  osteoporosis 

0092/ 

28 

Clinical 

Process/ 

Effective¬ 

ness 

Aspirin  at  Arrival  for 
Acute  Myocardial 
Infarction  (AMI): 

Percentage  of  patients, 
regardless  of  age,  with  an 
emergency  'department 
discharge  diagnosis  of 

AMI  who  had 
documentation  of 
receiving  aspirin  within 

24  hours  before 
emergency  department 
arrival  or  during 
emergency  department 
stay 

0269/ 

30 

Patient 

Safety 

Perioperative  Care: 
Timely  Administration 
of  Prophylactic 
Parenteral  Antibiotics: 

Percentage  of  surgical 
patients  aged  1 8  years  and 
older  who  receive  an 
anesthetic  when 
undergoing  procedures 
with  the  indications  for 
prophylactic  parenteral 
antibiotics  for  whom 
administration  of  the 
prophylactic  parenteral 
antibiotic  ordered  has 
been  initiated  within  one 
hour  (if  fluoroquinolone 
or  vancomycin,  two 
hours)  prior  to  the  surgical 

Other  Quality  Reporting 
Programs 
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0325/ 

32 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


incision  (or  start  of 
procedure  when  no 
incision  is  required) 


Stroke  and  Stroke 
Rehabilitation:  Deep 
Vein  Thrombosis  (DVT) 
Prophylaxis  for  Ischemic 
Stroke  or  Intracranial 
Hemorrhage:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  ischemic  stroke  or 
intracranial  hemorrhage 
who  were  administered 
DVT  prophylaxis  by  end 
of  hospital  day  two 


Stroke  and  Stroke 
Rehabilitation: 
Discharged  on 
Antithrombotic 
Therapy:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
ischemic  stroke  or 
transient  ischemic  attack 
(TIA)  who  were 
prescribed  antithrombotic 
therapy  at  discharge 


Stroke  and  Stroke 
Rehabilitation: 
Anticoagulant  Therapy 
Prescribed  for  Atrial 
Fibrillation  (AF)  at 
Discharge:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 


Other  Quality  Reporting 
Programs 
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Clinical 

Process/ 

Effective- 


0244/ 

36 


Measure  Title  and 
Description^ 


ischemic  stroke  or 
transient  ischemic  attack 
(TIA)  with  documented 
permanent,  persistent,  or 
paroxysmal  atrial 
fibrillation  who  were 
prescribed  an 
anticoagulant  at  discharge 


Stroke  and  Stroke 
Rehabilitation: 

Screening  for 
Dysphagia:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
ischemic  stroke  or 
intracranial  hemorrhage 
who  receive  any  food, 
fluids  or  medication  by 
mouth  (PO)  for  whom  a 
dysphagia  screening  was 
performed  prior  to  PO 
intake  in  accordance  with 
a  dysphagia  screening  tool 
approved  by  the 
institution  in  which  the 
atient  is  receiving  care 


Clinical 

Stroke  and  Stroke 

Process/ 

Rehabilitation: 

Effective- 

Rehabilitation  Services 

ness 

Ordered:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
ischemic  stroke  or 

intracranial  hemorrhage 
for  whom  occupational. 

physical,  or  speech 

Other  Quality  Reporting 
Programs 
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A  National 


Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


0048/ 

40 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


rehabilitation  services 
were  ordered  at  or  prior  to 
inpatient  discharge  OR 
documentation  that  no 
rehabilitation  services  are 
indicated  at  or  prior  to 
inpatient  discharge 


Screening  or  Therapy 
for  Osteoporosis  for 
Women  Aged  65  Years 
and  Older:  Percentage  of 
female  patients  aged  65 
years  and  older  who  have 
a  central  dual-energy  X- 
ray  absorptiometry  (DXA) 
measurement  ordered  or 
performed  at  least  once 
since  age  60  or 
pharmacologic  therapy 
prescribed  within  1 2 
months 


Osteoporosis: 
Management  Following 
Fracture  of  Hip,  Spine 
or  Distal  Radius  for  Men 
and  Women  Aged  50 
Years  and  Older: 
Percentage  of  patients 
aged  50  years  and  older 
with  fracture  of  the  hip, 
spine,  or  distal  radius  who 
had  a  central  dual-energy 
X-ray  absorptiometry 
(DXA)  measurement 
ordered  or  performed  or 
pharmacologic  therapy 


Other  Quality  Reporting 
Programs 
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0134/ 

43 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


rescribed 


Osteoporosis: 
Pharmacologic  Therapy 
for  Men  and  Women 
Aged  50  Years  and 
Older:  Percentage  of 
patients  aged  50  years 
and  older  with  a 
diagnosis  of  osteoporosis 
who  were  prescribed 
pharmacologic  therapy 
within  1 2  months 


Coronary  Artery  Bypass 
Graft  (CABG):  Use  of 
Internal  Mammary 
Artery  (IMA)  in  Patients 
with  Isolated  CABG: 
Surgery:  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing  isolated 
CABG  surgery  using  an 
IMA  graft 


Coronary  Artery  Bypass 
Graft  (CABG): 
Preoperative  Beta- 
Blocker  in  Patients  with 
Isolated  CABG  Surgery: 
Percentage  of  patients 
aged  1 8  years  and  older 
undergoing  isolated 
CABG  surgery  who 
received  a  beta-blocker 
within  24  hours  prior  to 
surgical  incision 


Perioperative  Care: 
Discontinuation  of 


Other  Quality  Reporting 
Programs 
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Reporting 

Mechanism 


National 

Quality 
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Patient 

Safety 


Measure  Title  and 

_ Description^ _ 

Prophylactic  Antibiotics 
(Cardiac  Procedures): 
Percentage  of  cardiac 
surgical  patients  aged  18 
years  and  older 
undergoing  procedures 
with  the  indications  for 
prophylactic  antibiotics 
AND  who  received  a 
prophylactic  antibiotic, 
who  have  an  order  for 
discontinuation  of 
prophylactic  antibiotics 
within  48  hours  of 
surgical  end  time 


Medication 
Reconciliation: 
Reconciliation  After 
Discharge  from  an 
Inpatient  Facility: 
Percentage  of  patients 
aged  65  years  and  older 
discharged  from  any  inpat 


ient  facility  (e.g.,  hospital, 
skilled  nursing  facility,  or 
rehabilitation  facility)  and 
seen  within  60  days  folio 


wing  discharge  in  the 
office  by  the  physician 
providing  on-going  care 
who  had  a  reconciliation 
of  the  discharge 
medications  with  the 
current  medication  list  in 
the  medical  record 
documented 


Measures  Groups 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Dcscriptibn’^ 


Advanced  Care  Plan: 
Percentage  of  patients 
aged  65  years  and  older 
who  have  an  advanced 
care  plan  or  surrogate 
decision  maker 
documented  in  the 
medical  record  or 
documentation  in  the 
medical  record  that  an 
advanced  care  plan  was 
discussed  but  the  patient 
did  not  wish  or  was  not 
able  to  name  a  surrogate 
decision  maker  or  provide 
an  advanced  care  plan 


Urinary  Incontinence: 
Assessment  of  Presence 
or  Absence  of  Urinary 
Incontinence  in  Women 
Aged  65  Years  and 
Older:  Percentage  of 
female  patients  aged  65 
years  and  older  who  were 
assessed  for  the  presence 
or  absence  of  urinary 
incontinence  within  12 

months _ 

Urinar}'  Incontinence: 
Characterization  of 
Urinary  Incontinence  in 
Women  Aged  65  Years 
and  Older:  Percentage  of 
female  patients  aged  65 
years  and  older  with  a 
diagnosis  of  urinary 


Other  Quality  Reporting 
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Patient  and 

Family 

Engagement 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


incontinence  whose 
urinary  incontinence  was 
characterized  at  least  once 
within  1 2  months 


Urinary  Incontinence: 
Plan  of  Care  for  Urinary 
Incontinence  in  Women 
Aged  65  Years  and 
Older:  Percentage  of 
female  patients  aged  65 
years  and  older  with  a 
diagnosis  of  urinary 
incontinence  with  a 
documented  plan  of  care 
for  urinary  incontinence  at 
least  once  within  12 


Chronic  Obstructive 
Pulmonary  Disease 
(COPD):  Spirometry 
Evaluation:  Percentage  of 
patients  aged  18  years  and 
older  with  a  diagnosis  of 
COPD  who  had 
spirometry  evaluation 
results  documented 


Chronic  Obstructive 
Pulmonary  Disease 
(COPD):  Bronchodilator 
Therapy: 

Percentage  of  patients 
aged  18  years  and  older 
with  a  diagnosis  of  COPD 
and  who  have  an 
FEVl/FVC  less  than  70% 
and  have  symptoms  who 


Measures  Groups 
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Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


were  prescribed  an 
inhaled  bronchodilator 


Asthma:  Pharmacologic 
Therapy  for  Persistent 
Asthma:  Percentage  of 
patients  aged  5  through  50 
years  with  a  diagnosis  of 
mild,  moderate,  or  severe 
persistent  asthma  who 
were  prescribed  either  the 
preferred  long-term 
control  medication 
(inhaled  corticosteroid}  or 
an  acceptable  alternative 
treatment 


Emergency  Medicine: 
12-Lead 

Electrocardiogram 
(ECG)  Performed  for 
Non-  Traumatic  Chest 
Pain:  Percentage  of 
patients  aged  40  years  and 
older  with  an  emergency 
department  discharge 
diagnosis  of  non-traumatic 
chest  pain  who  had  a  1 2- 
lead  ECG  performed 


Emergency  Medicine: 
12-Lead 

Electrocardiogram 
(ECG)  Performed  for 
Syncope:  Percentage  of 
patients  aged  60  years  and 
older  with  an  emergency 
department  discharge 
diagnosis  of  syncope  who 
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0232/ ,  Clinical  Emergency  Medicine: 

56  Process/  Community-Acquired 

Effective-  Pneumonia  (CAP):  Vital 

ness  Signs:  Percentage  of 

patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
community-acquired 
bacterial  pneumonia  with 
vital  signs  documented 
and  reviewed 


0096/  Clinical  Emergency  Medicine: 

59  Process/  Community-Acquired 

Effective-  Pneumonia  (CAP): 

ness  Empiric  Antibiotic: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
community-acquired 
bacterial  pneumonia  with 
an  appropriate  empiric 
antibiotic  prescribed 


0001/  Clinical  Asthma:  Assessment  of 

64  Process/  Asthma  Control: 

Effective-  Percentage  of  patients 

ness  aged  5  through  50  years 

with  a  diagnosis  of  asthma 
who  were  evaluated  ' 
during  at  least  one  office 
visit  within  12  months  for 
the  frequency  (numeric) 
of  daytime  and  nocturnal 
asthma  svmntoms 


Other  Quality  Reporting 
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Efficient 
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Resources 


0377/ 

67 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description'^ 


Treatment  for  Children 
with  Upper  Respiratory 
Infection  (URI): 
Avoidance  of 
Inappropriate  Use: 
Percentage  of  children 
aged  3  months  through  1 8 
years  with  a  diagnosis  of 
URI  who  were 
not  nrescribed  or  disoense 


d  an  antibiotic 
prescription  on  or  within  3 
days  of  the  initial  date  of 
service 


Appropriate  Testing  for 
Children  with 
Pharyngitis:  Percentage 
of  children  aged  2  through 
1 8  years  with  a  diagnosis 
of  pharyngitis,  who  were 
prescribed  an  antibiotic 
and  who  received  a  group 
A  streptococcus  (strep) 
test  for  the  episode 


Hematology: 
Myelodysplastic 
Syndrome  (MDS)  and 
Acute  Leukemias: 
Baseline 

Cytogenetic  Testing 
Performed  on  Bone 
Marrow:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
MDS  or  an  acute  leukemia 
who  had  baseline 


Measures  Groups 
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Domain 


0378/ 

68 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
_ Description^ _ 

cytogenetic  testing 
performed  on  bone 
marrow 


Hematology: 
Myelodysplastic 
Syndrome  (MDS): 
Documentation  of  Iron 
Stores  in  Patients 
Receiving 

Erythropoietin  Therapy: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  MDS 
who  are  receiving 
erythropoietin  therapy 
with  documentation  of  , 
iron  stores  prior  to 
initiating  erythropoietin 

therapy _ 

Hematology:  Multiple 
Myeloma:  Treatment 
with  Bisphosphonates: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
multiple  myeloma,  not  in 
remission,  who  were 
prescribed  or  received 
intravenous 

bisphosphonate  therapy 
within  the  12-month 
reporting  period 


Hematology:  Chronic 
Lymphocytic  Leukemia 
(CLL):  Baseline  Flow 
Cytometry:  Percentage  of 


Other  Quality  Reporting 
Programs 
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0387/ 

71 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description’^ 


patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
CLL  who  had  baseline 
flow  cytometry  studies 
performed 


Breast  Cancer: 

Hormonal  Therapy  for 
Stage  IC-IIIC  Estrogen 
Receptor/Progesterone 
Receptor  (ER/PR) 
Positive  Breast  Cancer: 
Percentage  of  female 
patients  aged  1 8  years  and 
older  with  Stage  IC 
through  me,  ER  or  PR 
positive  breast  cancer  who 
were  prescribed  tamoxifen 
or  aromatase  inhibitor 
(AI)  during  the  12-month 
reporting  period 


Colon  Cancer: 
Chemotherapy  for  Stage 
III  Colon  Cancer 
Patients:  Percentage  of 
patients  aged  1 8  years  and 
older  with  Stage  III  A 
through  me  colon  cancer 
who  are  referred  for 
adjuvant  chemotherapy, 
prescribed  adjuvant 
chemotherapy,  or  have 
previously  received 
adjuvant  chemotherapy 
within  the  12-month 
reporting  period 


Reporting 

Mechanism 
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Programs 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


44861 


A  National 
g  Quality 
^  Strategy 
2  Domain 


Patient 

Safety 


Care 

Coordina- 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


Prevention  of  Catheter- 
Related  Bloodstream 
Infections  (CRBSI): 
Central  Venous  Catheter 
(CVC)  Insertion 
Protocol:  Percentage  of 
patients,  regardless  of  age, 
who  undergo  CVC 
insertion  for  whom  CVC 
was  inserted  with  all 
elements  of  maximal 
sterile  barrier  technique 
[cap  AND  mask  AND 
sterile  gown  AND  sterile 
gloves  AND  a  large  sterile 
sheet  AND  hand  hygiene 
AND  2%  chlorhexidine 
for  cutaneous  antisepsis 
(or  acceptable  alternative 
antiseptics  per  current 
guideline)!  followed 


Adult  Kidney  Disease: 
Hemodialysis  Adequacy: 
Solute:  Percentage  of 
calendar  months  within  a 
12-month  period  during 
which  patients  aged  1 8 
years  and  older  with  a 
diagnosis  of  ESRD 
receiving  hemodialysis 
three  times  a  week  who 
have  a  spKt/V  >  1 .2 


Adult  Kidney  Disease: 
Peritoneal  Dialysis 
Adequacy:  Solute: 
Percentage  of  patients 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


aged  1 8  years  and  older 
with  a  diagnosis  of  ESRD 
receiving  peritoneal 
dialysis  who  have  a  total 
Kt/V  >1.7  per  week 
measured  once  every  4 
months 


Hepatitis  C:  Testing  for 
Chronic  Hepatitis  C  - 
Confirmation  of 
Hepatitis  C  Viremia: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
hepatitis  C  seen  for  an 
initial  evaluation  who  had 
HCV  RNA  testing  ordered 
or  previously  performed 


Hepatitis  C:  Ribonucleic 
Acid  (RNA)  Testing 
Before  Initiating 
Treatment:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
chronic  hepatitis  C  who 
are  receiving  antiviral 
treatment  for  whom 
quantitative  HCV  RNA 
testing  was  performed 
within  6  months  prior  to 
initiation  of  antiviral 
treatment 


Hepatitis  C:  HCV 
Genotype  Testing  Prior 
to  Treatment:  Percentage 
of  patients  aged  1 8  years 


Other  Quality  Reporting 
Programs 


Federal  Register /Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


44863 


National 

Quality 

Strategy 

Domain 


0397/ 

86 


Clinical 

Process/ 

Effective- 


0398/ 

87 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Reporting 

Mechanism 
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and  older  with  a  diagnosis 
of  chronic  hepatitis  C  who 
are  receiving  antiviral 
treatment  for  whom  HCV 
genotype  testing  was 
performed  prior  to 
initiation  of  antiviral 


treatment 


Hepatitis  C:  Antiviral 
Treatment  Prescribed: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
chronic  hepatitis  C  who 
were  prescribed  at  a 
minimum  peginterferon 
and  ribavirin  therapy 
within  the  12-month 
reporting  period 


Hepatitis  C:  HCV 
Ribonucleic  Acid  (RNA) 
Testing  at  Week  12  of 
Treatment:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
chronic  hepatitis  C  who 
are  receiving  antiviral 
treatment  for  whom 
quantitative  HCV  RNA 
testing  was  performed  at 
no  greater  than  1 2  weeks 
from  the  initiation  of 
antiviral  treatment 


Other  Quality  Reporting 
Programs 
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National 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Hepatitis  C:  Counseling 
Regarding  Risk  of 
Alcohol  Consumption: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
hepatitis  C  who  were 
counseled  about  the  risks 
of  alcohol  use  at  least 
once  within  12-months 


Hepatitis  C:  Counseling 
Regarding  Use  of 
Contraception  Prior  to 
Antiviral  Therapy: 
Percentage  of  female 
patients  aged  1 8  through 
44  years  and  all  men  aged 
1 8  years  and  older  with  a 
diagnosis  of  chronic 
hepatitis  C  who  are 
receiving  antiviral 
treatment  who  were 
counseled  regarding 
contraception  prior  to  the 
initiation  of  treatment 


Clinical 

Process/ 

Effective¬ 

ness 

Acute  Otitis  Externa 
(AOE):  Topical 

Therapy:  Percentage  of 
patients  aged  2  years  and 
older  with  a  diagnosis  of 
AOE  who  were  prescribed 
topical  preparations 

Care 

Coordina¬ 

tion 

Acute  Otitis  Externa 
(AOE):  Systemic 
Antimicrobial  Therapy  - 
Avoidance  of 

Other  Quality  Reporting 
Programs 
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NQF/ 

PQRS 

New  Measure 

National 

Quality 

Strategy 

Domain 

Measure  Title  and 
Description^ 

Reporting 

Mechanism 

Other  Quality  Reporting 
Programs 

Measure  Steward 

PQRS  Claims 

PQRS  Qualified  Registry 

PQRS  Qualified  EHR 

t 

u 

D  * 
®  f. 

^  m 

u  ^ 

Si  ^ 

it  Z 
.£ 

Measures  Groups 

- 

Inappropriate  Use: 
Percentage  of  patients 
aged  2  years  and  older 
with  a  diagnosis  of  AOE 
who  were  not  prescribed 
systemic  antimicrobial 
therapy 

Clinical 

Process/ 

Effective¬ 

ness 

Breast  Cancer  Resection 
Pathology  Reporting:  pT 
Category  (Primary 
Tumor)  and  pN 

Category  (Regional 
Lymph  Nodes)  with 
Histologic  Grade: 
Percentage  of  breast 
cancer  resection  pathology 
reports  that  include  the  pT 
category  (primary  tumor), 
the  pN  category  (regional 
lymph  nodes),  and  the 
histologic  grade 

X 

X 

0392/ 

100 

Clinical 

Process/ 

Effective¬ 

ness 

Colorectal  Cancer 
Resection  Pathology 
Reporting:  pT  Category 
(Primary  Tumor)  and 
pN  Category  (Regional 
Lymph  Nodes)  with 
Histologic  Grade: 
Percentage  of  colon  and 
rectum  cancer  resection 
pathology  reports  that 
include  the  pT  category 
(primary  tumor),  the  pN 
category  (regional  lymph 
nodes)  and  the  histologic 
grade 

AMA- 

PCPI/ 

CAP 

X 

X 

Other  Quality  Reporting 
Programs 
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Efficient 
Use  of 
Healthcare 
Resources 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Prostate  Cancer: 
Avoidance  of  Overuse  of 
Bone  Scan  for  Staging 
Low-Risk  Prostate 
Cancer  Patients: 
Percentage  of  patients, 
regardless  of  age,  with  a 
diagnosis  of  prostate 
cancer  at  low  risk  of 
recurrence  receiving 
interstitial  prostate 
brachytherapy,  OR 
external  beam 
radiotherapy  to  the 
prostate,  OR  radical 
prostatectomy,  OR 
cryotherapy  who  did  not 
have  a  bone  scan 
performed  at  any  time 
since  diagnosis  of  prostate 
cancer 


Prostate  Cancer: 
Adjuvant  Hormonal 
Therapy  for  High-Risk 
Prostate  Cancer 
Patients:  Percentage  of 
patients,  regardless  of  age, 
with  a  diagnosis  of 
prostate  cancer  at  high 
risk  of  recurrence 
receiving  external  beam 
radiotherapy  to  the 
prostate  who  were 
prescribed  adjuvant 
hormonal  therapy  (GnRH 
agonist  or  antagonist) 


Measures  Groups 
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National 

Quality 

Strategy 

Domain 


Patient 

Safety 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Prostate  Cancer:  Three 
Dimensional  (3D) 
Radiotherapy: 

Percentage  of  patients, 
regardless  of  age,  with  a 
diagnosis  of  clinically 
localized  prostate  cancer 
receiving  external  beam 
radiotherapy  as  a  primary 
therapy  to  the  prostate 
with  or  without  nodal 
irradiation  (no  metastases; 
no  salvage  therapy)  who 
receive  three-dimensional 
conformal  radiotherapy 
(3D-CRT)  or  intensity 
modulated  radiation 
therapy  (IMRT) 


Major  Depressive 
Disorder  (MDD): 
Diagnostic  Evaluation: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  new  diagnosis  or 
recurrent  episode  of  MDD 
who  met  the  DSM-IV 
criteria  during  the  visit  in 
which  the  new  diagnosis 
or  recurrent  episode  was 
identified  during  the 
measurement  period 


Major  Depressive 
Disorder  (MDD): 
Suicide  Risk 
Assessment:  Percentage 
of  patients  aued  1 8  years 
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R  National 
^  I  Quality 

^  Strategy 

Or  ^  • 

Z  r  Z  Domain 


Measure  Title  and 
Description^ 


and  older  with  a  new 
diagnosis  or  recurrent 
episode  of  MDD  who  had 
a  suicide  risk  assessment 
completed  at  each  visit 
during  the  measurement 
period 


Clinical 

Process/ 

Effective¬ 

ness 

Rheumatoid  Arthritis  ! 

(RA):  Disease  Modifying 
Anti-Rheuinatic  Drug 
(DMARD)  Therapy: 

Percentage  of  patients 
aged  1 8  years  and  older 
who  were  diagnosed  with 
RA  and  were  prescribed, 
dispensed,  or  administered 
at  least  one  ambulatory 
prescription  for  a 

DMARD 

Patient  and 

Family 

Engagement 

Osteoarthritis  (OA): 
Function  and  Pain 
Assessment:  Percentage 
of  patient  visits  for 
patients  aged  21  years  and 
older  with  a  diagnosis  of 
OA  with  assessment  for 
function  and  pain 

Population/ 

Public 

Health 

Preventive  Care  and 
Screening:  Influenza 
Immunization: 

Percentage  of  patients 
aged  6  months  and  older 
who  received  an  influenza 
immunization  during  the 
flu  season  (October  1 
through  March  3 1 ) 

Other  Quality  Reporting 
Programs 
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0043/ 

111 

Clinical 

Process/ 

Effective¬ 

ness 

Preventive  Care  and 
Screening:  Pneumonia 
Vaccination  for  Patients 
65  Years  and  Older: 
Percentage  of  patients 
aged  65  years  and  older 
who  have  ever  received  a 
pneumococcal  vaccine 

NCQA 

X 

X 

X 

_ 

X 

X 

HITECH 

ACO 

1 

Clinical 

Process/ 

Effective¬ 

ness 

Preventive  Care  and 
Screening:  Screening  ' 
Mammography: 

Percentage  of  women 
aged  40  through  69  years 
who  had  a  mammogram  to 
screen  for  breast  cancer 

NCQA 

X 

X 

■ 

1 

Clinical 

Process/ 

Effective¬ 

ness 

Preventive  Care  and 
Screening:  Colorectal 
Cancer  Screening: 
Percentage  of  patients 
aged  50  through  75  years 
who  received  the 
appropriate  colorectal 
cancer  screening 

NCQA 

X 

X 

X 

X 

X 

HITECH 

ACO 

1 

Efficient 

Use  of 

Healthcare 

Resources 

Antibiotic  Treatment  for 
Adults  with  Acute 
Bronchitis:  Avoidance  of 
Inappropriate  Use: 
Percentage  of  adults  aged 

1 8  through  64  years  with  a 
diagnosis  of  acute 
bronchitis  who  were 
not  prescribed  or  dispense 
d  an  antibiotic 
prescription  on  or  within  3 
days  of  the  initial  date  of 
service 

NCQA 

X 

X 

1 
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Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Diabetes  Mellitus; 
Dilated  Eye  Exam  in 
Diabetic  Patient: 

Percentage  of  patients 
aged  18  through  75  years 
with  a  diagnosis  of 
diabetes  mellitus  who  had 
a  dilated  eye  exam 


Coronary  Artery  Disease 
(CAD):  Angiotensin- 
Converting  Enzyme 
(ACE)  Inhibitor  or 
Angiotensin  Receptor 
Blocker  (ARB)  Therapy 
for  Patients  with  CAD 
and  Diabetes  and/or  Left 
Ventricular  Systolic 
Dysfunction  (LVSD): 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
coronary  artery  disease 
seen  within  a  1 2  month 
period  who  also  have 
diabetes  OR  a  current  or 
prior  LVEF  <  40%  who 
were  prescribed  ACE 
inhibitor  or  ARB  therapy 


Diabetes:  Urine 
Screening:  Percentage  of 
patients  aged  1 8  through 
75  years  with  diabetes 
(type  1  or  type  2)  who  had 
a  nephropathy  screening 
test  or  evidence  of 
nephropathy 
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AQA 

adopted/ 

121 


National 

Quality 

Strategy 

Domain 

Clinical 

Process/ 

Effective- 


AQA 

adopted/ 

122 


Clinical 

Process/ 

Effective- 


AQA 

adopted/ 

123 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 

Measure  Steward 

Adult  Kidney:  Disease 

\MA- 

PCPl 

Laboratory  Testing 

(Lipid  Profile): 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  CKD 
(stage  3, 4,  or  5,  not 
receiving  Renal 
Replacement  Therapy 
[RRT])  who  had  a  fasting 
lipid  profile  performed  at 
least  once  within  a  12- 
month  period 

Adult  Kidney  Disease: 

AMA- 

Blood  Pressure 
Management:  Percentage 
of  patient  visits  for  those 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 

PCPI 

CKD  (stage  3,  4,  or  5,  not 
receiving  Renal 
Replacement  Therapy 
[RRT])  and  documented 
proteinuria  with  a  blood 
pressure  <  130/80  mmHg 
OR  >  130/80  mmHg  with 
a  documented  plan  of  care 

Adult  Kidney  Disease: 

AMA- 

Patients  On 
Erythropoiesis- 
Stimulating  Agent  (ESA) 

-  Hemoglobin  Level  > 

12.0  g/dL:  Percentage  of 
calendar  months  within  a 
12-month  period  during 
which  a  Hemoglobin  level 

PCPI 

X  Measures  Groups 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


is  measured  for  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
advanced  Chronic  Kidney 
Disease  (CKD)  (stage  4  or 
5,  not  receiving  Renal 
Replacement  Therapy 
[RRT])  or  End  Stage 
Renal  Disease  (ESRD) 
(who  are  on  hemodialysis 
or  peritoneal  dialysis)  who 
are  also  receiving  ESA 
therapy  AND  have  a 
Hemoglobin  level  >  12.0 
g/dL 


Diabetes  Mellitus: 
Diabetic  Foot  and  Ankle 
Care,  Peripheral 
Neuropathy  - 
Neurological  Evaluation: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
diabetes  mellitus  who  had 
a  neurological 
examination  of  their  lower 
extremities  within  12 
months 


Diabetes  Mellitus: 
Diabetic  Foot  and  Ankle 
Care,  Ulcer  Prevention  - 
Evaluation  of  Footwear: 
Percentage  of  patients’ 
aged  1 8  years  and  older 
with  a  diagnosis  of 
diabetes  mellitus  who 


Ither  Quality  Reporting 
'rograms 
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Population/ 

Public 

Health 


Patient 

Safety 


Measure  Title  and 
Description^ 


were  evaluated  for  proper 
footwear  and  sizing 


Preventive  Care  and 
Screening:  Body  Mass 
Index  (BMI)  Screening 
and  Follow-Up: 

Percentage  of  patients 
aged  18  years  and  older 
with  a  calculated  BMI  in 
the  past  six  months  or 
during  the  current  visit 
documented  in  the 
medical  record  AND  if  the 
most  recent  BMI  is 
outside  of  normal 


parameters,  a  follow-up 
plan  is  documented. 
Normal  Parameters:  Age 
65  years  and  older 
BMI  >  23  and  <  30;  Age 
18-64  years  BMI  >  18.5 

and  <  25. _ 

Documentation  of 
Current  Medications  in 
the  Medical  Record: 
Percentage  of  specified 
visits  for  patients  aged  1 8 
years  and  older  for  which 
the  eligible  professional 
attests  to  documenting  a 
list  of  current  medications 
to  the  best  of  his/her  - 
knowledge  and  ability. 
This  list  must  include 
ALL  prescriptions,  over- 
the-counters,  herbals. 


Reporting 

Mechanism 
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0418/ 

134 


Population/ 

Public 

Health 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


vitamin/mineral/dietary 
(nutritional)  supplements 
AND  must  contain  the 
medications’  name, 
dosage,  frequency  and 
route 


Pain  Assessment  and 
Follow-Up:  Percentage  of 
patients  aged  1 8  years  and 
older  with  documentation 
of  a  pain  assessment 
through  discussion  with 
the  patient  including  the 
use  of  a  standardized 
tool(s)  on  each  visit  AND 
documentation  of  a 
follow-up  plan  when  pain 
is  present 


Preventive  Care  and 
Screening:  Screening  for 
Clinical  Depression  and 
Follow-Up  Plan: 

Percentage  of  patients 
aged  12  years  and  older 
screened  for  clinical 
depression  using  an  age 
appropriate  standardized 
tool  AND  follow-up  plan 
documented 


Melanoma:  Continuity 
of  Care  -  Recall  System: 
Percentage  of  patients, 
regardless  of  age,  with  a 
current  diagnosis  of 
melanoma  or  a  history  of 
melanoma  whose 


Other  Quality  Reporting 
Programs 
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A  National 
I  Quality 
^  Strategy 
7  Domain 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


information  was  entered, 
at  least  once  within  a  1 2 
month  period,  into  a  recall 
system  that  includes: 

•  A  target  date  for  the  next 
complete  physical  skin 
exam,  AND 

•  A  process  to  follow  up 
with  patients  who  either 
did  not  make  an 
appointment  within  the 
specified  timeframe  or 
who  missed  a  scheduled 
appointment 


Melanoma: 

Coordination  of  Care: 

Percentage  of  patient 
visits,  regardless  of  patient 
age,  with  a  new 
occurrence  of  melanoma 
who  have  a  treatment  plan 
documented  in  the  chart 
that  was  communicated  to 
the  physician(s)  providing 
'  continuing  care  within  one 
month  of  diagnosis 


Reporting 

Mechanism 
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Clinical 

Age-Related  Macular 

Process/ 

Degeneration  (AMD): 

Effective- 

Counseling  on 

ness 

Antioxidant 

Supplement:  Percentage 
of  patients  aged  50  years 
and  older  with  a  diagnosis 
of  AMD  and/or  their 

caregiver(s)  who  were 
counseled  within  12 
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0563/ 

141 


Care 

Coordina- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


months  on  the  benefits 
and/or  risks  of  the  Age- 
Related  Eye  Disease 
Study  (AREDS) 
formulation  for  preventing 
progression  of  AMD 


Primary  Open- Angle 
Glaucoma  (POAG): 
Reduction  of  Intraocular 
Pressure  (lOP)  by  15% 
OR  Documentation  of  a 
Plan  of  Care:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  POAG  whose 
glaucoma  treatment  has 
not  failed  (the  most  recent 
lOP  was  reduced  by  at 
least  1 5%  from  the  pre¬ 
intervention  level)  OR  if 
the  most  recent  lOP  was 
not  reduced  by  at  least 
15%  from  the  pre¬ 
intervention  level,  a  plan 
of  care  was  documented 
within  12  months 


Osteoarthritis  (OA): 
Assessment  for  Use  of 
Anti-Inflammatory  or 
Analgesic  Over-the- 
Counter  (OTC) 
Medications:  Percentage 
of  patient  visits  for 
patients  aged  21  years  and 
older  with  a  diagnosis  of 
OA  with  an  assessment 
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Patient  and 

Family 
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Patient  and 

Family 

Engagement 


Patient 

Safety 


Measure  Title  and 
Description^ 


for  use  of  anti¬ 
inflammatory  or  analgesic 
OTC  medications 


Oncology:  Medical  and 
Radiation  -  Pain 
Intensity  Quantified: 

Percentage  of  patient 
visits,  regardless  of  patient 
age,  with  a  diagnosis  of 
cancer  currently  receiving 
chemotherapy  or  radiation 
therapy  in  which  pain 
intensity  is  quantified 


Oncology:  Medical  and 
Radiation  -  Plan  of  Care 
for  Pain:  Percentage  of 
patient  visits,  regardless  of 
patient  age,  with  a 
diagnosis  of  cancer 
currently  receiving 
chemotherapy  or  radiation 
therapy  who  report  having 
pain  with  a  documented 
plan  of  care  to  address 

pain _ ^ _ 

Radiology:  Exposure 
Time  Reported  for 
Procedures  Using 
Fluoroscopy:  Percentage 
of  final  reports  for 
procedures  using 
fluoroscopy  that  include 
documentation  of 
radiation  exposure  or 
exposure  time 


Other  Quality  Reporting 
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Care 

Coordina- 


Efficient 
Use  of 
Healthcare 
Resources 


Measure  Title  and 

Description^ _ 

Radiology: 

Inappropriate  Use  of 
“Probably  Benign” 
Assessment  Category  in 
Mammography 
Screening:  Percentage  of 
final  reports  for  screening 
mammograms  that  are 
classified  as  “probably 
benign” 


Nuclear  Medicine: 
Correlation  with 
Existing  Imaging  Studies 
Jor  All  Patients 
Undergoing  Bone 
Scintigraphy:  Percentage 
of  final  reports  for  all 
patients,  regardless  of  age, 
undergoing  bone 
scintigraphy  that  include 
physician  documentation 
of  correlation  with 
existing  relevant  imaging 
studies  (e.g.,  x-ray,  MRl,  - 
CT,  etc.)  that  were 
performed 


Back  Pain:  Initial  Visit: 

The  percentage  of  patients 
aged  1 8  through  79  years 
with  a  diagnosis  of  back 
pain  or  undergoing  back 
surgery  who  had  back 
pain  and  function  assessed 
during  the  initial  visit  to 
the  clinician  for  the 
episode  of  back  pain 


Other  Quality  Reporting 
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Clinical 
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Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


AQA 

adopted/ 

154 


Patient 

Safety 


Measure  Title  and 
Description^ 


Back  Pain:  Physical 
Exam:  Percentage  of 
patients  aged  1 8  through 
79  years  with  a  diagnosis 
of  back  pain  or 
undergoing  back  surgery 
who  received  a  physical 
examination  at  the  initial 
visit  to  the  clinician  for 
the  episode  of  back  pain 


Back  Pain:  Advice  for 
Normal  Activities:  The 
percentage  of  patients 
aged  1 8  through  79  years 
with  a  diagnosis  of  back 
pain  or  undergoing  back 
surgery  who  received 
advice  for  normal 
activities  at  the  initial  visit 
to  the  clinician  for  the 
episode  of  back  pain 


Back  Pain:  Advice 
.Against  Bed  Rest:  The 
percentage  of  patients 
aged  18  through  79  years 
with  a  diagnosis  of  back 
pain  or  undergoing  back 
surgery  who  received 
advice  against  bed  rest 
lasting  four  days  or  longer 
at  the  initial  visit  to  the 
clinician  for  the  episode  of 
back  pain 


Falls:  Risk  Assessment: 
Percentage  of  patients 
aged  65  years  and  older 
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National 

Quality 

Strategy 

Domain 


AQA  Care 

adopted/  Coordina- 

155  tion 


Patient 

Safety 


Patient 

Safety 


Measure  Title  and 
Description^ 


with  a  history  of  falls  who 
had  a  risk  assessment  for 
falls  completed  within  12 
months 

Falls:  Plan  of  Care: 

Percentage  of  patients 
aged  65  years  and  older 
with  a  history  of  falls  who 
had  a  plan  of  care  for  falls 
documented  within  12 
months 


Oncology:  Radiation 
Dose  Limits  to  Normal 
Tissues:  Percentage  of 
patients,  regardless  of  age, 
with  a  diagnosis  of 
pancreatic  or  lung  cancer 
receiving  3D  conformal 
radiation  therapy  with 
documentation  in  medical 
record  that  radiation  dose 
limits  to  normal  tissues 
were  established  prior  to 
the  initiation  of  a  course 
of  3D  conformal  radiation 
for  a  minimum  of  two 
tissues 


Thoracic  Surgery: 
Recording  of  Clinical 
Stage  Prior  to  Lung 
Cancer  or  Esophageal 
Cancer  Resection: 
Percentage  of  surgical 
patients  aged  1 8  years  and 
older  undergoing  resection 
for  lung  or  esophageal 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


HIV/AIDS:  CD4-I-  Cell 
Count  or  CD44- 
Percentage:  Percentage 
of  patients  aged  6  months 
and  older  with  a  diagnosis 
of  HIV/AIDS  for  whom  a 
CD4+  cell  count  or  CD4+ 
cell  percentage  was 
performed,  at  least  once 
every  6  months 


HIV/AIDS: 
Pneumocystis  Jiroveci 
Pneumonia  (PCP) 
Prophylaxis:  Percentage 
of  patients  aged  6  years 
and  older  with  a  diagnosis 
of  HIV/AIDS  and  CD4+ 
cell  count  <  200 
cells/mm3  who  were 
prescribed  PCP 
prophylaxis  within  3 
months  of  low  CD4+  cell 
count 


HIV/AIDS:  Adolescent 
and  Adult  Patients  with 
HIV/AIDS  Who  Are 
Prescribed  Potent 
Antiretroviral  Therapy: 
Percentage  of  patients 
with  a  diagnosis  of 
HIV/AIDS  aged  13  years 
and  older;  who  have  a 
history  of  a  nadir  CD4+ 


Other  Quality  Reporting 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


cell  count  below  350/mm3 
or  who  have  a  history  of 
an  AIDS-  defining 
condition,  regardless  of 
CD4+  cell  count;  or  who 
are  pregnant,  regardless  of 
CD4+  cell  count  or  age, 
who  were  prescribed 
potent  antiretroviral 
therapy 


HIV/AIDS:  HIV  RNA 
Control  After  Six 
Months  of  Potent 
Antiretroviral  Therapy: 
Percentage  of  patients 
aged  1 3  years  and  older 
with  a  diagnosis  of 
HIV/AIDS  who  are 
receiving  potent 
antiretroviral  therapy,  who 
have  a  viral  load  below 
limits  of  quantification 
after  at  least  6  months  of 
potent  antiretroviral 
therapy  or  patients  whose 
viral  load  is  not  below 
limits  of  quantification 
after  at  least  6  months  of 
potent  antiretroviral 
therapy  and  have 
documentation  of  a  plan 
of  care 


Clinical  I 

Diabetes  Mellitus:  Foot 

Process/ 

Exam:  The  percentage  of 

Effective- 

patients  aged  1 8  through 

ness 

75  years  with  diabetes 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


who  had  a  foot 
examination 


Coronary  Artery  Bypass 
Graft  (CABG): 
Prolonged  Intubation: 

Percentage  of  patients 
aged  1 8  year’s  and  older 
undergoing  isolated 
CABG  surgery  who 
require  intubation  >  24 
hours 


Coronary  Artery  Bypass 
Graft  (CABG):  Deep 
Sternal  Wound  Infection 
Rate:  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing  isolated 
CABG  surgery  who, 
within  30  days 
postoperatively,  develop 
deep  sternal  wound 
infection  (involving 
muscle,  bone,  and/or 
mediastinum  requiring 
operative  intervention) 


Coronary  Artery  Bypass 
Graft  (CABG):  Stroke: 

Percentage  of  patients 
aged  1 8  years  and  older 
undergoing  isolated 
CABG  surgery  who  have 
a  Dostonerative  stroke 


(i.e.,  any  confirmed 
neurological  deficit  of 
abrupt  onset  caused  by  a 
disturbance  in  blood 


Other  Quality  Reporting 
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Clinical 
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Effective- 


Measure  Title  and 

_ Description^ _ 

supply  to  the  brain)  that 
did  not  resolve  within  24 
hours 


Coronary  Artery  Bypass 
Graft  (CABG): 
Postoperative  Renal 
Failure:  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing  isolated 
CABG  surgery  (without 
pre-existing  renal  failure) 
who  develop 

postoperative  renal  failure 
or  require  dialysis 


Coronary  Artery  Bypass 
Graft  (CABG):  Surgical 
Re-Exploration: 

Percentage  of  patients 
aged  1 8  years  and  older 
undergoing  isolated 
CABG  surgery  who 
require  a  return  to  the 
operating  room  (OR) 
during  the  current 
hospitalization  for 
mediastinal  bleeding  with 
or  without  tamponade, 
graft  occlusion,  valve 
dysfunction,  or  other 
cardiac  reason 


Coronary  Artery  Bypass 
Graft  (CABG): 
Antiplatelet  Medications 
at  Discharge: 

Percentage  of  patients 
aged  1 8  years  and  older 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


undergoing  isolated 
CABG  surgery  who  were 
discharged  on  antiplatelet 
medication 


Coronary  Artery  Bypass 
Graft  (CABG):  Beta- 
Blockers  Administered 
at  Discharge:  Percentage 
of  patients  aged  1 8  years 
and  older  undergoing 
isolated  CABG  surgery 
who  were  discharged  on 
beta-blockers 


Coronary  Artery  Bypass 
Graft  (CABG):  Anti- 
Lipid  Treatment  at 
Discharge:  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing  isolated 
CABG  surgery  who  were 
discharged  on  a  statin  or 
other  lipid-lowering 
regimen 


Hemodialysis  Vascular 
Access  Decision-Making 
by  Surgeon  to  Maximize 
Placement  of 
Autogenous  Arterial 
Venous  (AV)  Fistula: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
advanced  Chronic  Kidney 
Disease  (CKD)  (stage  4  or 
5)  or  End  Stage  Renal 
Disease  (ESRD)  requiring 


Other  Quality  Reporting 
Programs 
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Population/ 
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Health 


AQA 

adopted/ 

176 


Clinical 

Process/ 

Effective- 


AQA 

adopted/ 

177 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


hemodialysis  vascular 
access  documented  by 
surgeon  to  have  received 
autogenous  AV  fistula 


Preventive  Care  and 
Screening:  Unhealthy 
Alcohol  Use  -  Screening: 
Percentage  of  patients 
aged  1 8  years  and  older 
who  were  "Screened  for 
unhealthy  alcohol  use 
using  a  systematic 
screening  method  within 
24  months 


Rheumatoid  Arthritis 
(RA):  Tuberculosis 
Screening:  Percentage  of 
patients  aged  18  years  and 
older  with  a  diagnosis  of 
RA  who  have 
documentation  of  a 
tuberculosis  (TB) 
screening  performed  and 
results  interpreted  within 
6  months  prior  to 
receiving  a  first  course  of 
therapy  using  a  biologic 
disease-modifying  anti¬ 
rheumatic  drug  (DMARD) 


Rheumatoid  Arthritis 
(RA):  Periodic 
Assessment  of  Disease 
Activity:  Percentage  of 
patients  aged  18  years  and 
older  with  a  diagnosis  of 
RA  who  have  an 
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Effective- 
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Clinical 

Process/ 

Effective- 


AQA  Care 

adopted/  Coordina- 

1 80  tion 


Title  and 
iption^ _ 

assessment  and 
classification  of  disease 
activity  within  12  months 


Rheumatoid  Arthritis 
(RA):  Functional  Status 
Assessment:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  RA  for  whom  a 
functional  status 
assessment  was  performed 
at  least  once  within  12 

months _ 

Rheumatoid  Arthritis 
(RA):  Assessment  and 
Classification  of  Disease 
Prognosis:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
RA  who  have  an 
assessment  and 
classification  of  disease 
prognosis  at  least  once 
within  12  months 


Rheumatoid  Arthritis 
(RA):  Glucocorticoid 
Management:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  RA  who  have  been 
assessed  for 

glucocorticoid  use  and,  for 
those  on  prolonged  doses 
of  prednisone  >  1 0  mg 
daily  (or  equivalent)  with 
improvement  or  no 


Other  Quality  Reporting 
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Population/ 
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Health 


Measure  Title  and 
Description^ 


change  in  disease  activity, 
documentation  of 
glucocorticoid 
management  plan  within 
12  months 


Elder  Maltreatment 
Screen  and  Follow-Up 
Plan:  Percentage  of 
patients  aged  65  years  and 
older  with  documentation 
of  a  screen  for  elder 
maltreatment  AND 
documented  follow-up 
plan 


Functional  Outcome 
Assessment:  Percentage 
of  patients  aged  1 8  years 
and  older  with 
documentation  of  a 
current  functional 
outcome  assessment  using 
a  standardized  functional 
outcome  assessment  tool 
AND  documentation  of  a 
care  plan  based  on 
identified  functional 
outcome  deficiencies 


Hepatitis  C:  Hepatitis  A 
Vaccination  in  Patients 
with  HCV:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
hepatitis  C  who  received 
at  least  one  injection  of 
hepatitis  A  vaccine,  or 
who  have  documented  . 
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Clinical 

Process/ 

Effective- 


Measure  Title  and 
_ Description* _ 

immunity  to  hepatitis  A 


Hepatitis  C:  Hepatitis  B 
Vaccination  in  Patients 
with  HCV;  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
hepatitis  C  who  received 
at  least  one  injection  of 
hepatitis  B  vaccine,  or 
who  have  documented 
immunity  to  hepatitis  B 


Endoscopy  &  Polyp 
Surveillance: 

Colonoscopy  Interval  for 
Patients  with  a  History 
of  Adenomatous  Polyps 
-  Avoidance  of 
Inappropriate  Use: 
Percentage  of  patients 
aged  1 8  years  and  older 
receiving  a  surveillance 
colonoscopy  with  a 
history  of  colonic  polyp(s) 
in  a  previous  colonoscopy,- 
who  had  a  follow-up 
interval  of  3  or  more  years 
since  their  last 
colonoscopy  documented 
in  the  colonoscopy  report 


Stroke  and  Stroke 
Rehabilitation: 
Thrombolytic  Therapy: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  acute 
ischemic  stroke  who 


Other.Quaiity  Reporting 
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Effective- 


Measure  Title  and 
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arrive  at  the  hospital 
within  two  hours  of  time 
last  known  well  and  for 
whom  IV  t-PA  was 
initiated  within  three 
hours  of  time  last  known 
well 


Referral  for  Otologic 
Evaluation  for  Patients 
with  Congenital  or 
Traumatic  Deformity  of 
the  Ear:  Percentage  of 
patients  aged  birth  and 
older  referred  to  a 
physician  (preferably  a 
physician  with  training  in 
disorders  of  the  ear)  for  an 
otologic  evaluation 
subsequent  to  an 
audiologic  evaluation  after 
presenting  with  a 
congenital  or  traumatic 
deformity  of  the  ear 
(internal  or  extern^ 


Cataracts:  20/40  or 
Better  Visual  Acuity 
within  90  Days 
Following  Cataract 
Surgery:  Percentage  of  • 
patients  aged  1 8  years  and 
ol.der  with  a  diagnosis  of 
uncomplicated  cataract 
who  had  cataract  surgery 
and  no  significant  ocular 
conditions  impacting  the 
visual  outcome  of  surgery 
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Patient 

Safety 


Measure  Title  and 
Description’^ 


and  had  best-eorreeted 
.visual  acuity  of  20/40  or 
better  (distance  or  near) 
achieved  within  90  days 
following  the  cataract 
surgery 


Cataracts: 

Complications  within  30 
Days  Following  Cataract 
Surgery  Requiring 
Additional  Surgical 
Procedures:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  uncomplicated  cataract 
who  had  cataract  surgery 
and  had  any  of  a  specified 
list  of  surgical  procedures 
in  the  30  days  following 
cataract  surgery  which 
would  indicate  the 
occurrence  of  any  of  the 
following  major 
complications:  retained 
nuclear  fragments, 
endophthalmitis, 
dislocated  or  wrong  power 
lOL,  retinal  detachment, 
or  wound  dehiscence 


Perioperative 
Temperature 
Management:  Percentage 
of  patients,  regardless  of 
age,  undergoing  surgical 
or  therapeutic  procedures 
under  general  or  neuraxial 


Other  Quality  Reporting 
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Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


anesthesia  of  60  minutes 
duration  or  longer,  except 
patients  undergoing 
cardiopulmonary  bypass, 
for  whom  either  active 
warming  was  used 
intraoperatively  for  the 
purpose  of  maintaining 
normothermia,  OR  at  least 
one  body  temperature 
equal  to  or  greater  than  36 
degrees  Centigrade  (or 
96.8  degrees  Fahrenheit) 
was  recorded  within  the 
30  minutes  immediately 
before  or  the  1 5  minutes 
immediately  after 
anesthesia  end  time 


Oncology:  Cancer  Stage 
Documented:  Percentage 
of  patients,  regardless  of 
age,  with  a  diagnosis  of 
breast,  colon,  or  rectal 
cancer  who  are  seen  in  the 
ambulatory  setting  who 
have  a  baseline  AJCC 
cancer  stage  or 
documentation  that  the 
cancer  is  metastatic  in  the 
medical  record  at  least 
once  within  12  months 


Radiology:  Stenosis 
Measurement  in  Carotid 
Imaging  Reports: 
Percentage  of  final  reports 
for  all  patients,  regardless 


Reporting 

Mechanism 
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C/3  . 

Oo 

Z  CU 


National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


of  age,  for  carotid  imaging 
studies  (neck  magnetic 
resonance  angiography 
[MRA],  neck  computed 
tomography  angiography 
[CTA],  neck  duplex 
ultrasound,  carotid 
angiogram)  performed 
that  include  direct  or 
indirect  reference  to 
measurements  of  distal 
internal  carotid  diameter 
as  the  denominator  for 
stenosis  measurement 


Coronary  Artery  Disease 
(CAD):  Lipid  Control: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
coronary  artery  disease 
seen  within  a  1 2  month 
period  who  have  a  LDL-C 
result  <  100  mg/dL  OR 
patients  who  have  a  LDL- 
C  result  >  1 00  mg/dL  and 
have  a  documented  plan 
of  care  to  achieve  LDL-C 
<100  mg/dL,  including  at. 
a  minimum  the 
prescription  of  a  statin 


Heart  Failure:  Left 
Ventricular  Ejection 
Fraction  (LVEF) 
Assessment:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 


Other  Quality  Reporting 
Programs 


44894 
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n  National 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


of  heart  failure  for  whom 
the  quantitative  or 
qualitative  result  (of  a 
recent  or  prior  [any  time 
in  the  past]  LVEF 
assessment)  is 
documented  within  a  1 2 
month  period 


Heart  Failure:  Warfarin 
Therapy  for  Patients  . 
with  Atrial  Fibrillation: 

Percentage  of  all  patients 
aged  1 8  and  older  with  a 
diagnosis  of  heart  failure 
and  paroxysmal  or  chronic 
atrial  fibrillation  who 
were  prescribed  warfarin 


Ischemic  Vascular 
Disease  (IVD):  Blood 
Pressure  Management 
Control:  Percentage  of 
patients  aged  1 8  years  and 
older  with  ischemic 
vascular  disease  (IVD) 
who  had  most  recent 
blood  pressure  in  control 
(less  than  140/90  mmHg) 


Ischemic  Vascular 
Disease  (IVD):  Use  of 
Aspirin  or  Another 
Antithrombotic: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  ischemic  vascular 
disease  (IVD)  with 
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;!  Quality 
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^  Domain 


0409/ 

205 


Clinical 

Process/ 

Effective- 


0413/ 

206 


0415/ 

207 


Measure  Title  and 
Description^ 


documented  use  of  aspirin 
or  other  antithrombotic 


HIV/AIDS:  Sexually 
Transmitted  Disease 
Screening  for 
Chlamydia  and 
Gonorrhea:  Percentage 
of  patients  aged  1 3  years 
and  older  with  a  diagnosis 
of  HIV/AIDS  for  whom 
chlamydia  and  gonorrhea 
screenings  were 
performed  at  least  onee 
since  the  diagnosis  of  HIV 
infection 


Clinical 

Process/ 

Effeetive- 

ness 

HIV/AIDS:  Screening 
for  High  Risk  Sexual 
Behaviors:  Percentage  of 
patients  aged  13  years  and 
older  with  a  diagnosis  of 
HIV/AIDS  who  were 
screened  for  high  risk 
sexual  behaviors  at  least 
once  within  12  months 

Clinical 

Process/ 

Effective¬ 

ness 

HIV/AIDS:  Screening 
for  Injection  Drug  Use: 
Percentage  of  patients 
aged  13  years  and  older 
with  a  diagnosis  of 
HIV/AIDS  who  were 
screened  for  injection 
drug  use  at  least  once 
within  12  months 

\ 


Other  Quality  Reporting 
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Effective- 
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Care 

Coordina- 


0449/ 

210 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


HIV/AIDS:  Sexually 
Transmitted  Disease 
Screening  for  Syphilis: 
Percentage  of  patients 
aged  13  years  and  older 
with  a  diagnosis  of 
HIV/AIDS  who  were 
screened  for  syphilis  at 
least  once  within  1 2 
months 


Functional 
Communication 
Measure  -  Spoken 
Language 
Comprehension: 
Percentage  of  patients 
aged  1 6  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 
disease  (CVD)  that  make 
progress  on  the  Spoken 
Language  Comprehension 
Functional 

Communication  Measure 


Functional 
Communication 
Measure  -  Attention: 
Percentage  of  pdtients 
aged  16  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 
disease  (CVD)  that  make 
progress  on  the  Attention 
Functional 

Communication  Measure 


Other  Quality  Reporting 
Programs 


^  1/5 

b  ai 

Oo 

Z  b 


0448/ 

211 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


Reporting 

Mechanism 


*5i)  a 

St  u 

■o  T5 


U  O  O 

!/5  1/5  c/3 

Qi  0^ 

a  O'  O' 

b  b  fiU 


44897 


National 

Quality 

Strategy 

Domain 

Measure  Title  and 
Description^  - 

Care 

Functional 

Coordina- 

Communication 

tion 

Measure  -  Memory: 
Percentage  of  patients 
aged  1 6  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 

disease  (CVD)  that  make 
progress  on  the  Memory 
Functional 

Communication  Measure 

Care 

Functional 

Coordina- 

Communication 

tion 

Measure  -  Reading: 
Percentage  of  patients 
aged  16  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 
disease  (CVD)  that  make 
progress  on  the  Reading 
Functional 

Communication  Measure 

Care 

Functional 

Coordina- 

Communication 

tion 

Measure  -  Spoken 
Language  Expression: 
Percentage  of  patients 
aged  16  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 
disease  (CVD)  that  make 
progress  on  the  Spoken 
Language  Expression 
Functional 

Communication  Measure 

Other  Quality  Reporting 
Programs 
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Care 

Coordina¬ 

tion 


Care 

Coordina- 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description’^. 


Functional 
Communication 
Measure  -  Writing: 
Percentage  of  patients 
aged  1 6  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 
disease  (CVD)  that  make 
progress  on  the  .Writing 
Functional 

Communication  Measure 


Functional 
Communication 
Measure  -  Swallowing: 
Percentage  of  patients 
aged  16  years  and  older 
with  a  diagnosis  of  late 
effects  of  cerebrovascular 
disease  (CVD)  that  make 
progress  on  the 
Swallowing  Functional 
Communication  Measure 


Functional  Deflcit: 
Change  in  Risk- 
Adjusted  Functional 
Status  for  Patients  with 
Knee  Impairments: 
Percentage  of  patients 
aged  1 8  or  older  that 
receive  treatment  for  a 
functional  deficit 
secondary  to  a  diagnosis 
that  affects  the  knee  in 
which  the  change  in  their 
Risk-Adjusted  Functional 
Status  is  measured 
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A  National 
Quality 
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Coordina¬ 

tion 


C^re 
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0425/ 

220 


Care 

Coordina- 


Measure  Title  and 
Description^ 


Functional  Deficit: 
Change  in  Risk- 
Adjusted  Functional 
Status  for  Patients  with 
Hip  Impairments: 
Percentage  of  patients 
aged  1 8  or  older  that 
receive  treatment  for  a 
functional  deficit 
secondary  to  a  diagnosis 
that  affects  the  hip  in 
which  the  change  in  their 
Risk- Adjusted  Functional 
Status  is  measured 


Functional  Deficit: 
Change  in  Risk- 
Adjusted  Functional 
Status  for  Patients  with 
Lower  Leg,  Foot  or 
Ankle  Impairments: 
Percentage  of  patients 
aged  1 8  or  older  that 
receive  treatment  for  a 
functional  deficit 
secondary  to  a  diagnosis 
that  affects  the  lower  leg, 
foot  or  ankle  in  which  the 
change  in  their  Risk- 
Adjusted  Functional 
Status  is  measured 


Functional  Deficit: 
Change  in  Risk- 
Adjusted  Functional 
Status  for  Patients  with 
Lumbar  Spine 
Impairments:  Percentage 


Other  Quality  Reporting 
Programs 


44900 


Federal  Register / Vol.  77,  No.’  146 /Monday,  July  30,  2012 /Proposed  Rules 


M  National 
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^  Strategy 
^  Domain 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description* 


of  patients  aged  1 8  or 
older  that  receive 
treatment  for  a  functional 
deficit  secondary  to  a 
diagnosis  that  affects  the 
lumbar  spine  in  which  the 
change  in  their  Risk- 
Adjusted  Functional 
Status  is  measured 


Functional  Deficit: 
Change  in  Risk- 
Adjusted  Functional 
Status  for  Patients  with 
Shoulder  Impairments:' 
Percentage  of  patients  - 
aged  1 8  or  older  that 
receive  treatment  for  a 
functional  deficit 
secondary  to  a  diagnosis 
that  affects  the  shoulder  in 
which  the  change  in  their 
Risk-  Adjusted  Functional 
Status  is  measured 
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Care 

Functional  Deficit: 

FOTO 

Coordina- 

Change  in  Risk- 

tion 

Adjusted  Functional 
Status  for  Patients  with 
Elbow,  Wrist  or  Hand 
Impairments:  Percentage 
of  patients  aged  1 8  or 
older  that  receive 
treatment  for  a  functional 
deficit  secondary  to  a 
diagnosis  that  affects  the 
elbow,  wrist  or  hand  in 
which  the  change  in  their 

Other  Quality  Reporting 
Programs 
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National 

Quality 

Strategy 
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Care 

Coordina- 


Efficient 
Use  of 
Healthcare 
Resources 


Measure  Title  and 
_ ^scription^ 


Risk-Adjusted  Functional 
Status  is  measured 


Functional  Deficit: 
Change  in  Risk- 
Adjusted  Functional 
Status  for  Patients  with 
Neck,  Cranium, 
Mandible,  Thoracic 
Spine,  Ribs,  or  Other 
General  Orthopedic 
Impairments: 
Percentage  of  patients 
aged  1 8  or  older  that 
receive  treatment  for  a 
functional  deficit 
secondary  to  a  diagnosis 
that  affects  the  neck, 
cranium,  mandible, 
thoracic  spine,  ribs,  or 
other  general  orthopedic 
impairment  in  which  the 
change  in  their  Risk- 
Adjusted  Functional 
Status  is  measured 


Melanoma: 
Overutilization  of 
Imaging  Studies  in 
Melanoma:  Percentage  of 
patients,  regardless  of  age, 
with  a  current  diagnosis  of 
melanoma  or  a  history  of 
melanoma;  without  signs 
or  symptoms,  seen  for  an 
office  visit  during  the  one- 
year  measurement  period, 
for  whom  no  diagnostic 
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Coordina- 


Population/ 

Public 

Health 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


imaging  studies  were 
ordered 


Radiology:  Reminder 
System  for 
Mammograms: 
Percentage  of  patients 
aged  40  years  and  older 
undergoing  a  screening 
mammogram  whose 
information  is  entered  into 
a  reminder  system  with  a 
target  due  date  for  the 
next  mammogram 


Preventive  Care  and 
Screening:  Tobacco  Use: 
Screening  and  Cessation 
Intervention:  Percentage 
of  patients  aged  18  years 
and  older  who  were 
screened  for  tobacco  use 
one  or  more  times  within 
24  months  AND  who 
received  cessation 
counseling  intervention  if 
identified  as  a  tobacco 
user 


Heart  Failure  (HF):  Left 
Ventricular  Function 
(LVF)  Testing: 
Percentage  of  patients  1 8 
years  and  older  with  LVF 
testing  performed  during 
the  measurement  period 
for  patients  hospitalized 
with  a  principal  diagnosis 
of  HF  during  the  reportin 
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Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 


Measure  Title  and 
Description^ 


eriod 


Asthma:  Tobacco  Use: 
Screening  -  Ambulatory 
Care  Setting:  Percentage 
of  patients  (or  their 
primary  caregiver)  aged  5 
through  50  years  with  a 
diagnosis  of  asthma  who 
were  queried  about 
tobacco  use  and  exposure 
to  second  hand  smoke 
within  their  home 
environment  at  least  once 
during  the  one-year 
measurement  period 


Asthma:  Tobacco  Use: 
Intervention  - 
Ambulatory  Care 
Setting:  Percentage  of 
patients  (or  their  primary 
caregiver)  aged  5  through 
50  years  with  a  diagnosis 
of  asthma  who  were 
identified  as  tobacco  users 
(patients  who  currently 
use  tobacco  AND  patients 
who  do  not  currently  use 
tobacco,  but  are  exposed 
to  second  hand  smoke  in 
their  home  environment) 
who  received  tobacco 
cessation  intervention  at 
least  once  during  the  one- 
year  measurement  period 


Thoracic  Surgery: 
Recording  of 


Other  Quality  Reporting 
Programs 
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0018/ 

236 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Performance  Status 
Prior  to  Lung  or 
Esophageal  Cancer 
Resection:  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing  resection 
for  lung  or  esophageal 
cancer  who  had 
performance  status 
documented  and  reviewed 
within  2  weeks  prior  to 
surgery 


Thoracic  Surgery: 
Pulmonary  Function 
Tests  Before  Major 
Anatomic  Lung 
Resection 
(Pneumonectomy, 
Lobectomy,  or  Formal 
Segmentectomy): 
Percentage  of  thoracic 
surgical  patients  aged  1 8 
years  and  older 
undergoing  at  least  one 
pulmonary  function  test 
within  12  months  prior  to 
a  major  lung  resection 
(pneumonectomy, 
lobectomy,  or  formal 
segmentectomy) 


Hypertension  (HTN): 
Controlling  High  Blood 
Pressure:  Percentage  of 
patients  aged  1 8  through 
85  years  of  age  who  had  a 
diagnosis  of  hypertension 
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^  National 
;!  Quality 
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7  Domain 


Clinical 

Process/ 

Effective- 


Patient 

Safety 


Population/ 

Public 

Health 


Measure  Title  and 
Description^ 


(HTN)  and  whose  BP  was 
adequately  controlled 
(<  140/90  mmHg) 


Hypertension  (HTN): 
Blood  Pressure 
Measurement: 
Percentage  of  patient 
visits  for  patients  aged  1 8 
years  and  older  with  a 
diagnosis  of  HTN  with 
blood  pressure  (BP) 
recorded 


Drugs  to  be  Avoided  in 
the  Elderly:  Percentage 
of  patients  ages  65  years 
and  older  who  received  at 
» least  one  drug  to  be 
avoided  in  the  elderly 
and/or  two  different  drugs 
to  be  avoided  in  the 
elderly  in  the 
measurement  period 


Weight  Assessment  and 
Counseling  for  Children 
and  Adolescents: 
Percentage  of  children  2 
through  1 7  years  of  age 
who  had  an  outpatient 
visit  with  a  PCP  or 
OB/GYN  and  who  had 
evidence  of  BMI 
percentile  documentation, 
counseling  for  nutrition 
and  counseling  for 
physical  activity  during 
the  measurement  period 


Other  Quality  Reporting 
Programs 
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National 

Quality 

Strategy 

Domain 

Measure  Title  and 
Description^ 

Population/ 

Childhohd 

Public 

Immunization  Status: 

Health 

The  percentage  of 
children  two  years  of  age 
who  had  four  diphtheria, 
tetanus  and  acellular 

pertussis  (DTaP);  three 
polio  (IPV);  one  measles, 
mumps,  rubella  (MMR); 
three  H  influenza  type  B 
(HiB);  three  hepatitis  B 
(Hep  B);  one  chicken  pox 
(VZV);  four 

pneumococcal  conjugate 
(PCV);  two  hepatitis  A 
(Hep  A);  two  or  three 
rotavirus  (RV);  and  two 
influenza  (flu)  vaccines  by 

their  second  birthday 

Clinical 

Process/ 

Effective- 


Ischemic  Vascular 
Disease  (IVD):  Complete 
Lipid  Panel  and  Low 
Density  Lipoprotein 
(LDL-C)  Control: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  Ischemic  Vascular 
Disease  (IVD)  who 
received  at  least  one  lipid 
profile  within  1 2  months 
and  whose  most  recent 
LDL-C  level  was  in 
control  (less  than  100 
mg/dL)  • 


Clinical 

Process/ 
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Effective- 


Measure  Title  and 
Description^ 


Management:  Percentage 
of  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  coronary  artery  disease 
seen  within  a  12-month 
period  and  with  results  of 
an  evaluation  of  level  of 
activity  AND  an 
assessment  for  the 
presence  or  absence  of 
anginal  symptoms,  with  a 
plan  of  care  to  manage 
anginal  symptoms,  if 
present 


Cardiac  Rehabilitation 
Patient  Referral  from  an 
Outpatient  Setting: 

Percentage  of  patients 
evaluated  in  an  outpatient 
setting  who  within  the 
past  1 2  months  have 
experienced  an  acute 
myocardial  infarction 
(MI),  coronary  artery 
bypass  graft  (CABG) 
surgery,  a  percutaneous 
coronary  intervention 
(PCI),  cardiac  valve 
surgery,  or  cardiac 
transplantation,  or  who 
have  chronic  stable  angina 
(CSA)  and  have  not 
already  participated  in  an 
early  outpatient  cardiac 
rehabilitation/secondary 
prevention  (CR)  program 


Other  Quality  Reporting 
Programs 
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AQA 
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245 


AQA 

adopted/ 

246 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


for  the  qualifying 
event/diagnosis  who  were 
referred  to  a  CR  program 


Hypertension:  Blood 
Pressure  Management: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
hypertension  seen  within  a 
12  month  period  with  a 
blood  pressure  <  140/90 
mmHg  OR  patients  with  a 
blood  pressure  >  140/90 
mmHg  and  prescribed  two 
or  more  anti-hypertensive 
medications  during  the 
most  recent  office  visit 


Chronic  Wound  Care: 
Use  of  Wound  Surface' 
Culture  Technique  in 
Patients  with  Chronic 
Skin  Ulcers:  Percentage 
of  patient  visits  for  those 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
chronic  skin  ulcer  without 
the  use  of  a  wound  surface 
culture  technique 


Chronic  Wound  Care: 
Use  of  Wet  to  Dry 
Dressings  in  Patients 
with  Chronic  Skin 
Ulcers:  Percentage  of 
patient  visits  for  those 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 


Other  Quality  Reporting 
Programs 
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AQA 
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247 


Clinical 

Process/ 

Effective¬ 

ness 


AQA 

adopted/ 

248 


Measure  Title  and 
Description* 


chronic  skin  ulcer  without 
a  prescription  or 
recommendation  to  use 
wet  to  dry  dressings 


Substance  Use 
Disorders:  Counseling 
Regarding  Psychosocial 
and  Pharmacologic 
Treatment  Options  for 
Alcohol  Dependence: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  current 
alcohol  dependence  who 
were  counseled  regarding 
psychosocial  AND 
pharmacologic  treatment 
•options  for  alcohol 
dependence  within  the  12- 
month'reporting  period 


Clinical 

Substance  Use 

Process/ 

Disorders:  Screening  for 

Effective- 

Depression  Among 

ness 

Patients  with  Substance 
Abuse  or  Dependence: 

Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of  current 
substance  abuse  or 

dependence  who  were 
screened  for  depression 
within  the  12-month 

reporting  period 

Other  Quality  Reporting 
Programs 
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M  National 
j|  Quality 
^  Strategy 
^  Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Barrett's  Esophagus: 

Percentage  of  esophageal 
biopsy  reports  that 
document  the  presence  of 
Barrett’s  mucosa  that  also 
include  a  statement  about 
dysplasia 


Radical  Prostatectomy 
Pathology  Reporting: 

Percentage  of  radical 
prostatectomy  pathology 
reports  that  include  the  pT 
category,  the  pN  category, 
the  Gleason  score  and  a 
statement  about  margin 
status 


Immunohistochemical , 
(IHC)  Evaluation  of 
Human  Epidermal 
Growth  Factor  Receptor 
2  Testing  (HER2)  for 
Breast  Cancer  Patients: 
This  is  a  measure  based 
on  whether  quantitative 
evaluation  of  Human 
Epidermal  Growth  Factor 
Receptor  2  Testing 
(HER2)  by 

immunohi  stochemi  stry 
(IHC)  uses  the  system 
recommended  in  the 
ASCO/CAP  Guidelines 
for  Human  Epidermal 
Growth  Factor  Receptor  2 
Testing  in  breast  cancer 


Other  Quality  Reporting 
Programs 
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c/5 

O'  o 

Z  CL, 


0503/ 


0652/ 

255 


^  National 
Quality 
^  Strategy 
Domain 

Clinical 
Process/ 
Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Anticoagulation  for 
Acute  Pulmonary 
Embolus  Patients: 

Anticoagulation  ordered 
for  patients  who  have 
been  discharged  from  the 
emergency  department 
(ED)  with  a  diagnosis  of 
acute  pulmonary  embolus 


Ultrasound  ^ 
Determination  of 
Pregnancy  Location  for 
Pregnant  Patients  with 
Abdominal  Pain: 
Percentage  of  pregnant 
female  patients  aged  14  to 
50  who  present  to  the 
emergency  department 
(ED)  with  a  chief 
complaint  of  abdominal 
pain  or  vaginal  bleeding 
who  receive  a  trans¬ 
abdominal  or  trans- 
vaginal  ultrasound  to 
determine  pregnancy 
location 


Rh  Immunoglobulin 
(Rhogam)  for  Rh- 
Negative  Pregnant 
Women  at  Risk  of  Fetal 
Blood  Exposure: 
Percentage  of  Rh-negative 
pregnant  women  aged  14- 
50  years  at  risk  of  fetal 
blood  exposure  who 
receive  Rh- 


Other  Quality  Reporting 
Programs 
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n  National 
Quality 
^  Strategy 
7  Domain 


Care 

Coordina- 


Clinical 

Process/ 

Effective- 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


Immunoglobulin 
(Rhogam)  in  the 
emergency  department 
(ED) 


Surveillance  after 
Endovascular 
Abdominal  Aortic 
Aneurysm  Repair 
(EVAR):  Percentage  of 
patients  1 8  years  of  age  or 
older  undergoing 
endovascular  abdominal 
aortic  aneurysm  repair 
(EVAR)  who  have  at  least 
one  follow-up  imaging 
study  after  3  months  and 
within  1 5  months  of 
EVAR  placement  that 
documents  aneurysm  sac 
diameter  and  endoleak 
status 


Statin  Therapy  at 
Discharge  after  Lower 
Extremity  Bypass 
(LEB):  Percentage  of 
patients  aged  1 8  years  and 
older  undergoing  infra- 
inguinal  lower  extremity 
bypass  who  are  prescribed 
a  statin  medication  at 
discharge 


Rate  of  Open  Elective 
Repair  of  Small  or 
Moderate  Abdominal 
Aortic  Aneurysms 
(AAA)  without  Major 


Other  Quality  Reporting 
Programs 
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Reporting 

Mechanism 


National 

Quality 

Strategy 

Domain 


Care 

Coordina¬ 

tion 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description* 


Complications 
(Discharged  to  Home  by 
Post-Operative  Day  #7): 
Percent  of  patients 
undergoing  open  repair  of 
small  or  moderate  sized 
abdominal  aortic 
aneurysms  who  do  not 
experience  a  major 
complication  (discharge  to 
home  no  later  than  post¬ 
operative  day  #7) 


Rate  of  Elective 
Endovascular  Aortic 
Repair  (EVAR)  of  Small 
or  Moderate  Abdominal 
Aortic  Aneurysms 
(AAA)  without  Major 
Complications 
(Discharged  to  Home  by 
Post-  Operative  Day  #2): 
Percent  of  patients 
undergoing  endovascular 
repair  of  small  or 
moderate  abdominal  aortic 
aneurysms  (AAA)  that  do 
not  experience  a  major 
complication  (discharged 
to  home  no  later  than 
post-operative  day  #2) 


Rate  of  Carotid 
Endarterectomy  (CEA) 
for  Asymptomatic 
Patients,  without  Major 
Complications 
(Discharged  to  Home 


Measures  Groups 
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Care 

Coordina¬ 

tion 


Patient 

Safety 


Measure  Title  and 
Description* 


Post-Operative  Day  #2): 
Percent  of  asymptomatic 
patients  undergoing  CEA 
who  are  discharged  to 
home  no  later  than  post¬ 
operative  day  #2 


Referral  for  Otologic' 
Evaluation  for  Patients 
with  Acute  or  Chronic 
Dizziness:  Percentage  of 
patients  aged  birth  and 
older  referred  to  a 
physician  (preferably  a 
physician  specially  trained 
in  disorders  of  the  ear)  for 
an  otologic  evaluation 
subsequent  to  an 
audiologic  evaluation  after 
presenting  with  acute  or 
chronic  dizziness 


Image  Confirmation  of 
Successful  Excision  of 
Image-Localized  Breast 
Lesion:  Image 
confirmation  of  lesion(s) 
targeted  for  image  guided 
excisional  biopsy  or 
image  guided  partial 
mastectomy  in  patients 
with  nonpalpable,  image- 
detected  breast  lesion(s). 
Lesions  may  include: 
microcalcifications, 
mammographic  or 
sonographic  mass  or 
architectural  distortion, 


Reporting 

Mechanism 
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A  National 


Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


focal  suspicious 
abnormalities  on  magnetic 
resonance  imaging  (MRl) 
or  other  breast  imaging 
amenable  to  localization 
such  as  positron  emission 
tomography  (PET) 
mammography,  or  a 
biopsy  marker 
demarcating  site  of 
confirmed  pathology  as 
established  by  previous 
core  biopsy. 


Preoperative  Diagnosis 
of  Breast  Cancer:  The 
percent  of  patients 
undergoing  breast  cancer 
operations  who  obtained 
the  diagnosis  of  breast 
cancer  preoperatively  by  a 
minimally  invasive  biopsy 
method  (excludes 
open/incisional  biopsies) 


Sentinel  Lymph  Node 
Biopsy  for  Invasive 
Breast  Cancer:  The 
percentage  of  clinically 
node  negative  (clinical 
stage  TINOMO  or 
T2N0M0)  breast  cancer 
patients  who  undergo  a 
sentinel  lymph  node 
(SEN)  procedure _ 


Biopsy  Follow-Up: 

Percentage  of  patients 
whose  biopsy  results  have 


Reporting 

Mechanism 
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eS  National 
g  Quality 
^  Strategy 
^  Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


c  Measure  Title  and 
Description* 


been  reviewed  and 
communicated  to  the 
primary  care/referring 
physician  and  patient  by 
the  performing  physician 


Epilepsy:  Seizure 
Type(s)  and  Current 
Seizure  Frequency(ies): 
Percentage  of  patient 
visits  with  a  diagnosis  of 
epilepsy  who  had  the 
type(s)  of  seizure(s)  and 
current  seizure 
frequency(ies)  for  each 
seizure  type  documented 
in  the  medical  record 


Epilepsy: 

Documentation  of 
Etiology  of  Epilepsy  or 
Epilepsy  Syndrome:  All 
visits  for  patients  with  a 
diagnosis  of  epilepsy  who 
had  their  etiology  of 
epilepsy  or  with  epilepsy 
syndrome(s)  reviewed  and 
documented  if  known,  or 
documented  as  unknown 
or  cryptogenic 


Epilepsy:  Counseling  for 
Women  of  Childbearing 
Potential  with  Epilepsy: 
All  female  patients  of 
childbearing  potential  (12- 
44  years  old)  diagnosed 
with  epilepsy  who  were 
counseled  about  epilepsy 


Reporting 

Mechanism 
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Reporting 

Mechanism 


u 

s 

C8 

National 

c/3 

V 

s 

Quality 

Eii< 

O' O' 

Strategy 

z 

Domain 

Clinical 

Process/ 

Effective¬ 

ness 


Measure  Title  and 

_ Description* _ 

and  how  its  treatment  may 
affect  contraception  and 
pregnancy  at  least  once  a 

year _ 

Inflammatory  Bowel 
Disease  (IBD):  Type, 
Anatomic  Location  and 
Activity  All 

Documented:  Percentage 
of  patients  aged  18  years 
and  older  with  a  diagnosis 
of  inflammatory  bowel 
disease  who  have 
documented  the  disease 
type,  anatomic  location 
and  activity,  at  least  once 
during  the  reporting 
riod 


Clinical 

Inflammatory  Bowel 

Process/ 

Disease  (IBD): 

Effective- 

Preventive  Care: 

ness 

Corticosteroid  Sparing 
Therapy:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
inflammatory  bowel 
disease  who  have  been 

managed  by 
corticosteroids  greater 
than  or  equal  to  lOmg/day 
for  60  or  greater 
consecutive  days  that  have 
been  prescribed 
corticosteroid  sparing 
therapy  in  the  last 
reporting  year 

)ther  Quality  Reporting 
'rograms 
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«  National 
g  Quality 
^  Strategy' 
^  Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


;  Measure  Title  and 
Description^ 


Inflammatory  Bowel 
Disease  (IBD): 

Preventive  Care: 
Corticosteroid  Related 
Iatrogenic  Injury  -  Bone 
Loss- Assessment: 
Percentage  of  patients 
aged  18  years  and  older 
with  a  diagnosis  of 
inflammatory  bowel 
disease  who  have  received 
dose  of  corticosteroids 
greater  than  or  equal  to  10 
mg/day  for  60  or  greater 
consecutive -days  and  were 
assessed  for  risk  of  bone 
loss  once  per  the  reporting 
year 


Inflammatory  Bowel 
Disease  (IBD): 

Preventive  Care: 
Influenza  Immunization: 

Percentage  of  patients 
aged  18  years  and  older 
with  a  diagnosis  of 
inflammatory  bowel 
disease  for  whom 
influenza  immunization 
was  recommended, 
administered  or  previously 
received  during  the 
reporting  year 


Inflammatory  Bowel 
Disease  (IBD): 
Preventive  Care: 
Pneumococcal 


X  Measures  Groups 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Immunization: 

Percentage  of  patients 
aged  18  years  and  older 
with  a  diagnosis  of 
inflammatory  bowel 
disease  that  had 
pneumococcal  vaccination 
administered  or  previously 
received 


Inflammatory  Bowel 
Disease  (IBD):  Testing 
for  Latent  Tuberculosis 
(TB)  Before  Initiating 
Anti-TNF  (Tumor 
Necrosis  Factor) 
Therapy:  Percentage  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
inflammatory  bowel 
disease  for  whom  a 
tuberculosis  (TB) 
screening  was  performed 
and  results  interpreted 
within  6  months  prior  to 
receiving-a  first  course  of 
anti-TNF  (tumor  necrosis 
factor)  therapy 


Inflammatory  Bowel 
Disease  (IBD): 
Assessment  of  Hepatitis 
B  Virus  (HBV)  Status 
Before  Initiating  Anti- 
TNF  (Tumor  Necrosis 
Factor)  Therapy: 
Percentage  of  patients 
aged  18  years  and  older 


[easures  Groups 
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National 

Quality 

i 

1 

Strategy 

Measure  Title  and 

Domain 

Description^ 

with  a  diagnosis  of 
inflammatory  bowel 
disease  who  had  Hepatitis 
B  Virus  (HBV)  status 
assessed  and  results 
interpreted  within  one 
year  prior  to  receiving  a 
first  course  of  anti-TNF 
(tumor  necrosis  factor) 


Clinical 

Sleep  Apnea: 

Process/ 

Assessment  of  Sleep 

Effective- 

Symptoms:  Percentage  of 

ness 

visits  for  patients  aged  1 8 
years  and  older  with  a 
diagnosis  of  obstructive 
sleep  apnea  that  includes 
documentation  of  an 
assessment  of  symptoms, 
including  presence  or 
absence  of  snoring  and 
daytime  sleepiness 

Clinical  Sleep  Apnea:  Severity 

Process/  Assessment  at  Initial 

Effective-  Diagnosis:  Percentage  of 

ness  patients  aged  1 8  years  and 

older  with  a  diagnosis  of 
obstructive  sleep  apnea 
who  had  an  apnea 
hypopnea  index  (AHI)  or 
a  respiratory  disturbance 
index  (RDI)  measured  at 
the  time  of  initial 
diagnosis 


Measures  Groups 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Care 

Coordina¬ 

tion 


Measure  Title  and 
Description^ 


Sleep  Apnea:  Positive 
Airway  Pressure 
Therapy  Prescribed: 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
moderate  or  severe 
obstructive  sleep  apnea 
who  were  prescribed 
positive  airway  pressure 


Sleep  Apnea: 

Assessment  of 
Adherence  to  Positive 
Airway  Pressure 
Therapy:  Percentage  of 
visits  for  patients  aged  18 
years  and  older  with  a 
diagnosis  of  obstructive 
sleep  apnea  who  were 
prescribed  positive  airway 
pressure  therapy  who  had 
documentation  that 
adherence  to  positive 
airway  pressure  therapy 
was  objectively  measured 


Dementia:  Staging  of 
Dementia:  Percentage  of 
patients,  regardless  of  age, 
with  a  diagnosis  of 
dementia  whose  severity 
of  dementia  was  classified 
as  mild,  moderate  or 
severe  at  least  once  within 
a  12  month  period 


'X  Measures  Groups 
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National  • 

Quality 

Strategy 

Measure  Title  and 

easure  Steward 

- — - , - 

Domain 

Description 

Clinical 

Dementia:  Cognitive 

\MA- 

Process/ 

Assessment:  Percentage 

PCPI 

Effective- 

of  patients,  regardless  of 

ness 

age,  with  a  diagnosis  of 
dementia  for  whom  an 
assessment  of  cognition  is 
performed  and  the  results 
reviewed  at  least  once 
within  a  12  month  period 

Clinical 

Dementia:  Functional 

AMA- 

Process/ 

Status  Assessment: 

PCPI 

Effective- 

Percentage  of  patients. 

ness 

regardless  of  age,  with  a 
diagnosis  of  dementia  for 
whom  an  assessment  of 
patient’s  functional  status 
is  performed  and  the 
results  reviewed  at  least 

once  within  a  12  month 
period 

Clinical 

Dementia: 

AMA- 

Process/ 

Neuropsychiatric 

PCPI 

Effective- 

Symptom  Assessment: 

ness 

Percentage  of  patients, 
regardless  of  age,  with  a  ' 
diagnosis  of  dementia  and 
for  whom  an  assessment 
of  patient’s 
neuropsychiatric 
symptoms  is  performed 
and  results  reviewed  at 
least  once  in  a  12  month 
period 

Reporting 

Mechanism 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Patient 

Safety 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


Dementia:  Management 
of  Neuropsychiatric 
Symptoms:  Percentage  of 
patients,  regardless  of  age, 
with  a  diagnosis  of 
dementia  who  have  one  or 
more  neuropsychiatric 
symptoms  who  received 
or  were  recommended  to 
receive  an  intervention  for 
neuropsychiatric . 
symptoms  within  a  12 
month  period 


Dementia:  Screening  for 
Depressive  Symptoms: 
Percentage  of  patients, 
regardless  of  age,  with  a 
diagnosis  of  dementia 
who  were  screened  for 
depressive  symptoms 
within  a  12  month  period 


Dementia:  Counseling 
Regarding  Safety 
Concerns:  Percentage  of 
patients,  regardless  of  age, 
with  a  diagnosis  of 
dementia  or  their 
caregiver(s)  who  were 
counseled  or  referred  for 
counseling  regarding 
safety  concerns  within  a 
1 2  month  period 


Dementia:  Counseling 
Regarding  Risks  of 
Driving:  Percentage  of 
patients,  regardless  of  age. 
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National 
Quality  7 
Strategy 
Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


with  a  diagnosis  of 
dementia  or  their 
caregiver(s)  who  were 
counseled  regarding  the 
risks  of  driving  and 
driving  alternatives  within 
a  12  month  period 


Dementia:  Caregiver 
Education  and  Support: 

Percentage  of  patients, 
regardless  of  age,  with  a 
diagnosis  of  dementia 
whose  caregiver(s)  were 
provided  with  education 
on  dementia  disease 
management  and  health 
behavior  changes  AND 
referred  to  additional 
sources  for  support  within 
a  12  month  t>eriod 


Parkinson^s  Disease: 
Annual  Parkinson’s 
Disease  Diagnosis 
Review:  All  patients  with 
a  diagnosis  of  Parkinson’s 
disease  who  had  an  annual 
assessment  including  a 
review  of  current 
medications  (e.g., 
medications  than  can 
produce  Parkinson-  like 
signs  or  symptoms)  and  a 
review  for  the  presence  of 
atypical  features  (e.g., 
falls  at  presentation  and 
early  in  the  disease 
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I  Quality 
^  Strategy 
Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


course,  poor  response  to, 
levodopa,  symmetry  at 
onset,  rapid  progression 
[to  Hoehn  and  Yahr  stage 
3  in  3  years],  lack  of 
tremor  or  dysautonomia) 
at  least  annually 


Parkinson’s  Disease: 
Psychiatric  Disorders  or 
Disturbances 
Assessment:  All  patients 
with  a  diagnosis  of 
Parkinson’s  disease  who 
were  assessed  for 
psychiatric  disorders  or 
disturbances  (e.g., 
psychosis,  depression, 
anxiety  disorder,  apathy, 
or  impulse  control 
disorder)  at  least  annually 


Parkinson’s  Disease: 
Cognitive  Impairment  or 
Dysfunction  Assessment: 
All  patients  with  a 
diagnosis  of  Parkinson’s 
disease  who  were  assessed 
for  cognitive  impairment 
or  dysfunction  at  least 
annually 


Parkinson’s  Disease: 
Querying  about  Sleep 
Disturbances:  All 
patients  with  a  diagnosis 
of  Parkinson’s  disease  (or 
caregivers,  as  appropriate) 
who  were  queried  about 


Reporting 

Mechanism 
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National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description^ 


sleep  disturbances  at  least 
annually 


Parkinson’s  Disease: 
Rehabilitative  Therapy 
Options:  All  patients  with 
a  diagnosis  of  Parkinson’s 
disease  (or  caregiver(s),  as 
appropriate)  who  had 
rehabilitative  therapy 
options  (e.g.,  physical, 
occupational,  or  speech 
therapy)  discussed  at  least 
annually 


Parkinson’s  Disease: 
Parkinson’s  Disease 
Medical  and  Surgical 
Treatment  Options 
Reviewed:  All  patients 
with  a  diagnosis  of 
Parkinson’s  disease  (or 
caregiver(s),  as 
appropriate  who  had  the 
Parkinson’s  disease 
treatment  options  (e.g., 
non-pharmacological 
treatment, 
pharmacological 
treatment,  or  surgical 
treatment)  reviewed  at 
least  once  annually 


Clinical 

Hypertension: 

Process/ 

Appropriate  Use  of 

Effective- 

Aspirin  or  Other 

ness 

Antiplatelet  or 
Anticoagulant  Therapy: 

Percentage  of  patients 

Other  Quality  Reporting 
Programs 
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A  National 
g  Quality 
^  Strategy 
^  Domain 


'  Measure  Title  and 
Description^ 


aged  1 5  through  90  years 
old  with  a  diagnosis  of 
hypertension  who  were 
prescribed  aspirin  or  other 
anticoagulant/antiplatelet 


Clinical 

Process/ 

Effective¬ 

ness 

Hypertension:  Complete 
Lipid  Profile:  Percentage 
of  patients  aged  15 
through  90  years  old  with 
a  diagnosis  of 
hypertension  who 
received  a  complete  lipid 
profile  within  24  months 

Clinical 

Process/ 

Effective¬ 

ness 

Hypertension:  Urine 
Protein  Test:  Percentage 
of  patients  aged  1 5 
through  90  years  old  with 
a  diagnosis  of 
hypertension  who  either 
have  chronic  kidney 
disease  diagnosis 
documented  or  had  a  urine 
protein  test  done  within  36 
months 

Clinical 
Process/  .* 
Effective¬ 
ness 

Hypertension:  Annual 
Serum  Creatinine  Test: 
Percentage  of  patients 
aged  1 5  through  90  years 
old  with  a  diagnosis  of 
hypertension  who  had  a 
serum  creatinine  test  done 
within  12  months 

ensures  Groups 
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Reporting 

Mechanism 


National 

Quality 

Strategy 

Domain 


Clinjcal 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
Description* 


Hypertension:  Diabetes 
Meilitus  Screening  Test: 
Percentage  of  patients 
aged  15  through  90  years 
old  with  a  diagnosis  of 
hypertension  who  had  a 
diabetes  screening  test 
within  36  months 


Hypertension:  Blood 
Pressure  Control: 
Percentage  of  patients 
aged  1 5  through  90  years 
old  with  a  diagnosis  of 
hypertension  who  had 
most  recent  blood 
pressure  level  under 
control  (at  goal) 


Hypertension:  Low 
Density  Lipoprotein 
(LDL-C)  Control: 
Percentage  of  patients 
aged  1 5  through  90  years 
old  with  a  diagnosis  of 
hypertension  who  had 
most  recent  LDL 
cholesterol  level  under 
control  (at  goal) 


Hypertension:  Dietary 
and  Physical  Activity 
Modifications 
Appropriately 
Prescribed:  Percentage  of 
patients  aged  1 5  through 
90  years  old  with  a 
diagnosis  of  hypertension 
who  received  dietary  and 


Other  Quality  Reporting 
Programs 
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M  National 
g  Quality 
^  Strategy 
^  Domain 


Clinical 

Process/ 

Effective- 


Patient  and 

Family 

Engagement 


Clinical 

Process/ 


Measure  Title  and 
Description* 


physical  activity 
counseling  at  least  once 
within  12  months 


Cataracts:  Improvement 
in  Patient’s  Visual 
Function  within  90  Days 
Following  Cataract 
Surgery:  Percentage  of 
patients  aged  1 8  years  and 
older  in  sample  who  had 
cataract  surgery  and  had 
improvement  in  visual 
function  achieved  within 
90  days  following  the 
cataract  surgery,  based  on 
completing  a  pre¬ 
operative  and  post¬ 
operative  visual  function 
survey 


Cataracts:  Patient 
Satisfaction  within  90 
Days  Following  Cataract 
Surgery:  Percentage  of 
patients  aged  1 8  years  and 
older  in  sample  who  had 
cataract  surgery  and  were 
satisfied  with  their  care 
within  90  days  following 
the  cataract  surgery,  based 
on  completion  of  the 
Consumer  Assessment  of 
Healthcare  Providers  and 
Systems  Surgical  Care 
Survey 


Initiation  and 
Engagement  of  Alcohol 


Reporting 

Mechanism 


.S  Oi 
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«  National 
g  Quality 
^  Strategy 
^  Domain 


Effective- 


0012/ 

306 


0014/ 

307 


.  Measure  Title  and 
Description^ 


and  Other  Drug 
Dependence  Treatment: 
(a)  Initiation,  (b) 
Engagement:  Percentage 
of  adolescent  and  adult 
patients  with  a  new 
episode  of  alcohol  or  other 
drug  (AOD)  dependence 
who  initiate  treatment 
through  an  inpatient  AOD 
admission,  outpatient 
visit,  intensive  outpatient 
encounter  or  partial 
hospitalization  within  14 
days  of  the  diagnosis  and 
who  initiated  treatment 
AND  who  had  two  or 
more  additional  services 
with  an  AOD  diagnosis 
within  30  days  of  the 
initial  visit 


Population/ 

Public 

Health 

Prenatal  Care: 

Screening  for  Human 
Immunodeficiency  Virus 
(HIV):  Percentage  of 
patients,  regardless  of  age, 
who  gave  birth  during  a 
12-month  period  who 
were  screened  for  HIV 
infection  during  the  first 
or  second  prenatal  visit 

Patient 

Safety 

Prenatal  Care:  Anti-D 
Immune  Globulin: 
Percentage  of  D  (Rh) 
negative,  unsensitized 
patients,  regardless  of  age. 

easures  Groups 
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44§31 


c8  National 


Quality 

Sitrat^y 

Domain 


0027/ 

308 


Population/ 

Public 

Health 


*'  Measure  Title  and 
Description^ 


who  gave  birth  during  a 
12-month  period  who 
received  anti-D  immune 
globulin  at  26-30  weeks 
gestation 


Smoking  and  Tobacco 
Use  Cessation,  Medical 
Assistance:  a.  Advising 
Smokers  and  Tobacco 
Users  to  Quit,  b. 
Discussing  Smoking  and 
Tobacco  Use  Cessation 
Medications,  c. 
Discussing  Smoking  and 
Tobacco  Use  Cessation 
Strategies:  Percentage  of 
patients  aged  1 8  years  and 
older  who  were  current 
smokers  or  tobacco  users, 
who  were  seen  by  a 
practitioner  during  the 
measurement  year  and 
who  received  advice  to 
quit  smoking  or  tobacco 
use  or  whose  practitioner 
recommended  or 
discussed  smoking  or 
tobacco  use  cessation 
medications,  methods  or 
strategies 


Clinical 

Cervical  Cancer 

Process/ 

Screening:  Percentage  of 

Effective- 

women  aged  2 1  through 

ness 

63  years  who  received  one 

or  more  Pap  tests  to 

- 

screen  for  cervical  cancer 

Other  Quality  Reporting 
Programs 
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0033/ 

310 


0036/ 

311 


0052/ 

312 


0575/ 

313 


-Jr  : 

pi  1 

- 

National 
Quality 
Strategy  " 
Domain  7 

Measure  Title  and 
Description^ 

Population/ 

Public 

Health 

Chlamydia  Screening 
for  Women:  Percentage 
of  women  aged  15 
through  24  years  who 
were  identified  as  sexually 
active  and  who  had  at 
least  one  test  for 
chlamydia  during  the 
measurement  year 

Clinical 

Process/ 

Effective¬ 

ness 

Use  of  Appropriate 
Medications  for  Asthma: 
Percentage  of  patients 
aged  5  through  50  years  of 
age  who  were  identified  as 
having  persistent  asthma 
and  were  appropriately 
prescribed  medication 
during  the  measurement 
year 

Efficient 

Use  of 

Healthcare 

Resources 

Low  Back  Pain:  Use  of 
Imaging  Studies: 
Percentage  of  patients 
with  a  primary  diagnosis 
of  low  back  pain  who  did 
not  have  an  imaging  study 
(plain  X-ray,  MRI,  CT 
scan)  within  28  days  of 
diagnosis 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus: 
Hemoglobin  Ale 

Control  (<8%):  The 
percentage  of  patients  1 8 
through  75  years  of  age 
with  a  diagnosis  of 
diabetes  (type  1  or  type  2) 
who  had  HbA  1  c  <  8% 

Federal  Register / Vol.  77,  No.  146 /Monday^' July  30,  2012/ Proposed i Rules 


44933 


National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


Measure  Title  and 
'  Description^ 


Preventive  Care  and 
Screening:  Cholesterol  - 
Fasting  Low  Density 
Lipoprotein  (LDL)  Test 
Performed  AND  Risk- 
Stratifled  Fasting  LDL: 
Percentage  of  patients 
aged  20  through  79  years 
whose  risk  factors*  have 
been  assessed  and  a 
fasting  LDL  test  has  been 
performed 

*There  are  three  criteria 
for  this  measure  based  on 
the  patient’s  risk  category. 

1 .  Highest  Level  of  Risk: 
Coronary  Heart  Disease 
(CHD)  or  CHD  Risk 
Equivalent 

2.  Moderate  Level  of 
Risk:  Multiple  (2+)  Risk 
Factors 

3.  Lowest  Level  of  Risk:  0 
or  1  Risk  Factor 


Reporting 

Mechanism 
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Population/ 

Public 

Health 

Preventive  Care  and 
Screening:  Screening  for 
High  Blood  Pressure: 

Percentage  of  patients 
aged  1 8  and  older  who  are 
screened  for  high  blood 
pressure 

Patient 

Safety 

Falls:  Screening  for 
Future  Fall  Risk: 

Percentage  of  patients 
aged  65  years  and  older 
who  were  screened  for 

HITECH 

Million 

Hearts 


X  X  X  X  X  HITECH 
ACO 
Million 
Hearts 


HITECH 

ACO 
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Nadonal 

Quality 

Strategy 

Domain 


X  Clinical 
Process/ 
Effective- 


X  Clinical 
Process/ 
Effective- 


0729/ 

TBD 


X  Clinical 
Process/ 
Effective- 


-  Measure  Title  and 
'  Description^ 


future  fall  risk  at  least 
once  within  12  months 


Stroke  and  Stroke 
Rehabilitation:  Tissue 
Plasminogen  Activator 
(t-PA)  Considered 
(Paired  Measure): 
Percentage  of  patients 
aged  1 8  years  and  older 
with  a  diagnosis  of 
ischemic  stroke  who 
arrive  at  the  hospital 
within  4.5  hours  of  time 
last  known  well  who  were 
considered  for  t-PA 
administration 


Stroke  and  Stroke 
Rehabilitation:  Tissue 
Plasminogen  Activator 
(t-PA)  Administered 
Initiated  (Paired 
Measure):  Percentage  of 
all  patients  aged  1 8  years 
and  older  with  a  diagnosis 
of  ischemic  stroke  who 
present  within  two  hours 
of  time  last  known  well 
and  who  are  eligible  for  t- 
PA,  for  whom  t-PA  was 
initiated  within  three 
hours  of  time  last  known 
well 


Diabetes  Composite: 
Optimal  Diabetes  Care: 

Patients  ages  1 8  through 
75  with  a  diagnosis  of 


Other  Quality  Reporting 
Programs 
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A  National 


Quality 

Strategy 

Domain 


0658/  X  Care 
TBD  Coordina- 


0493/  X  Care 
TBD  Coordina- 


Measure  Title  and 
Description^ 


diabetes,  who  meet  all  the 
numerator  targets  of  this 
composite  measure:  Ale 
<8.0%,LDL<  100 
mg/dL,  blood  pressure  < 
140/90  mmHg,  tobacco 
non-user  and  for  patients 
with  a  diagnosis  of 
ischemic  vascular  disease 
daily  aspirin  use  unless 
contraindicated 


Endoscopy  and  Polyp 
Surveillance: 
Appropriate  Follow-Up 
Interval  for  Normal 
Colonoscopy  in  Average 
Risk  Patientsr  Percentage 
of  patients  aged  50  years 
and  older  receiving  a 
screening  colonoscopy 
without  biopsy  or 
polypectomy  who  had  a 
recommended  follow-up 
interval  of  at  least  10 
years  for  repeat 
colonoscopy  documented 
in  their  colonoscopy 
report 


Participation  by  a 
Physician  or  Other^ 
Clinician  in  a  Systematic 
Clinical  Database 
Registry  that  Includes 
Consensus  Endorsed 
Quality:  Participation  in  a 
systematic  qualified 


Reporting 

Mechanism 
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NQF/ 

PQRS 

\ 

New  Measure 

"  C 

National  ^ 
Quality 
Strategy 
Domain 

Measure  Title  and 
Description^ 

«. 

clinical  database  registry 
involves: 

a.  Physician  or  other 
clinician  submits 
standardized  data 
elements  to  registry 

b.  Data  elements  are, 
applicable  to  consensus 
endorsed  quality  measures 

c.  Registry  measures  shall 
include  at  least  two  (2) 
representative  NQF 
consensus  endorsed 
measures  for  registry's 
clinical  topic(s)  and  report 
on  all  patients  eligible  for 
the  selected  measures. 

d.  Registry  provides 
calculated  measures 
results,  benchmarking, 
and  quality  improvement 
information  to  individual 
physicians  and  clinicians. 

e.  Registry  must  receive 
data  from  more  than  5 
separate  practices  and 
may  not  be  located 
(warehoused)  at  an 
individual  group’s 
practice.  Participation  in  a 
national  or  state-wide 
registry  is  encouraged  for 
this  measure. 

f  Registry  may  provide 
feedback  directly  to  the 
provider’s  local  regisiiy  if 

- 

■o 

u 


u 
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Reporting 

Mechanism 
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0670/ 

TBD 


M  National 
g  Quality 
^  Strategy 
^  Domain 


Efficient 
Use  of 
Healthcare 
Resources 


Measure  Title  and 
Description^ 


one  exists 


Cardiac  Stress  Imaging 
Not  Meeting 
Appropriate  Use 
Criteria:  Preoperative 
Evaluative  in  Low-Risk 
Surgery  Patients: 
Percentage  of  stress 
single-photon  emission 
computed  tomography 
(SPECT)  myocardial 
perfusion  imaging  (MPI), 
stress  echo,  cardiac 
computed  tomography 
angiography  (CCTA),  or 
cardiovascular  magnetic 
resonance  (CMR) 
performed  in  low  risk 
surgery  patients  for 
reoperative  evaluation 


Reporting 

Mechanism 


■o 

ts  ts 


U  O'  O' 

(/)  c/3 

a  X  06 
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0671/ 

X 

Efficient 

Cardiac  Stress  Imaging 

TBD 

Use  of 

Not  Meeting 

Healthcare 

Appropriate  Use 

Resources 

Criteria:  Routine 

Testing  After 
Percutaneous  Coronary 
Intervention  (PCI): 

Percentage  of  all  stress 
single-photon  emission 
computed  tomography 
(SPECT)  myocardial 
perfusion  imaging  (MPI) 
and  stress  echo  performed 
routinely  after 
percutaneous  cardiology 
intervention  (PCI),  with 

Other  Quality  Reporting 
Programs 
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National 

Quality 

Strategy 

Domain 


Efficient 
Use  of 
Healthcare 
Resources 


X  Clinical 
Process/ 
Effective- 


Measure  Title  and 
Description’^ 


reference  to  timing  of  test 
after  PCI  and  symptom 
status 


Cardiac  Stress  Imaging 
Not  Meeting 
Appropriate  Use 
Criteria:  Testing  in 
Asyptomatic,  Low-Risk 
Patients:  Percentage  of 
all  stress  single-photon 
emission  computed 
tomography  (SPECT) 
myocardial  perfusion 
imaging  (MPI),  stress 
echo,  cardiac  computed  ■ 
tomography  angiography 
(CCTA),  and 
cardiovascular  magnetic 
resonance  (CMR) 
performed  in 
asymptomatic,  low 
coronary  heart  disease 
(CHD)  risk  patients  for 
intial  detection  and  risk 
assessment 


Adult  Major  Depressive 
Disorder:  Coordination 
of  Care  of  Patients  with 
Co-Morbid  Conditions  - 
Timely  Follow-Up: 
Percentage  of  medical 
records  of  patients  aged 
1 8  years  and  older  with  a 
diagnosis  of  MDD  and  a 
diagnosed  co-morbid 
condition  being  treated  b 


ensures  Groups 
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n  National 
g  Quality 
^  Strategy 
^  Domain 


X  Care 
Coordina¬ 
tion 


1525/  X  Pa 
TBD  Sa 


'  Measure  Title  and 
Description^ 


another  physician  with 
communication  to  the 
other  physician  treating 
the  co-morbid  condition 


Coordination  of  Care  of 
Patients  with  Co-Morbid 
Conditions  -  Timely 
Follow-Up  (Paired 
Measure):  Percentage  of 
medical  records  of 
patients  aged  1 8  years  and 
older  with  a  diagnosis  of 
major  depressive  disorder 
(MDD)  and  a  diagnosed 
co-morbid  condition  with 
communication  to  another 
physician  treating  the  co- 
morbid  condition  who 
have  a  response  from  the 
other  physician  within  45 
days  of  original 
communication  OR  who 
have  a  follow-up  attempt 
within  60  days  of  original 
communication  by  the 
physician  treating  MDD 
to  elicit  a  response  from 
the  other  physician 


Atrial  Fibrillation  and 
Atrial  Flutter:  Chronic 
Anticoagulation 
Therapy:  Percentage  of 
patients  aged  1 8  and  older 
with  nonvalvular  AF  or 
atrial  flutter  at  high  risk 
for  thromboembolism. 


Reporting 

Mechanism 


c2  w 

■o  "O 

sec 
E  c  := 

«  «8 

.2  s  s 

u  a  O', 

c/5  c/5 

Oi  Oi  Qi 

O'  O'  O' 

*  -  eu 


[ensures  Groups 


44940^ 


Fedei^  Register/Vol.  77,  Nbj!  146/ Mond^.i  July  307  2012 /Proposed  Rules 


S  National 
;§  Quality 
^  Strategy 
^  Domain 


TBD/ 

TBD 


X  Clinical 
Process/ 
Effective- 


7^  Measure  Title  and 
Description^ 


according  to  CHADS2 
risk  stratification,  who 
were  presecribed  warfarin 
or  another  oral 
anticoagulant  drug  that  is 
FDA  approved  for  the 
prevention  of 
thromboembolism  during 
the  12-month  reporting 
period 


Pediatric  End-Stage 
Renal  Disease  Measure 
(AMA/ASPN):  Pediatric 
Kidney  Disease: 
Adequacy  of  Volume 
Management:  Percentage 
of  calendar  months  within 
a  12-month  period  during 
which  patients  aged  17 
years  and  younger  with  a 
diagnosis  of  end-stage 
renal  disease  (ESRD) 
undergoing  maintenance 
hemodialysis  in  an 
outpatient  dialysis  facility 
have  an  assessment  of  the 
adequacy  of  volume 
management  from  a 


Reporting 

Mechanism 
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nephrologist 

Clinical 

Pediatric  Kidney 

Process/ 

Disease:  ESRD  Patients 

Effective- 

Receiving  Dialysis: 

ness 

Hemoglobin  Level 
<10g/dL:  Percentage  of 
calendar  months  within  a 
12-month  period  during 

ensures  Groups 
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NQF/ 

PQRS 

New  Measure 

National 

Quality 

Strategy 

Domain 

Measure  Title  and 
Description^ 

Measure  Steward 

Reporting 

Mechanism 

Other  Quality  Reporting 
Programs 

PQRS  Claims 

PQRS  Qualifled  Registry 

PQRS  Qualified  EHR 

D 

X 

J  * 

«  1 
«  'C 
£  \ 

/I  e 

^  1 
Jj 

Measures  Groups 

■ 

which  patients  aged  1 7 
years  and  younger  with  a 
diagnosis  of  ESRD 
receiving  hemodialysis  or 
peritoneal  dialysis  have  a 
Hemoglobin  level 
<10g/dL 

■ 

■ 

♦Measures  that  can  be  reported  using  the  GPRO  web  interface. 

^These  measures  can  only  be  reported  by  participants  using  the  GPRO.  They  are  not  available  for  reporting  for 
individual  Eligible  Professionals  using  this  reporting  method. 


¥  Titles  and  descriptions  in  this  table  are  aligned  with  proposed  2013  PQRS  Electronic  Health  Records  (EHR) 
measure  titles,  and  may  differ  from  existing  measures  in  other  programs.  Please  reference  the  National  Quality 
Forum  (NQF)  and  PQRS  numbers  for  clarification. 

Beginning  with  reporting  periods  measures  specified  in  Table  33  available 

occurring  in  2014,  we  are  proposing  the  for  reporting  under  the  PQRS: 
following  45  individual  quality 


Other  Quality  Reporting 
Programs 


NQF/ 

PQRS 
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TABLE  33:  Proposed  PQRS  Individual  Quality  Measures  Available  for  Reporting  via 
Claims,  Registry,  EHR  and/or  the  GPRO  Web-Interface  for  2014  and  Beyond  That  Were 
NOT  Available  for  Reporting  under  the  2012  PQRS 


Reporting 

Mechanism 


National 

Quality 

Strategy 

Domain 


Clinical 

Process/ 

Effective- 


'  Measure  Title  and  Description'' 


Preventive  Cardiology  Composite: 

•  Blood  Pressure  at  Goal:  Percentage 
of  patients  in  the  sample  whose  most 
recent  blood  pressure  reading  was  at 
goal 

•  Low  Density  Lipids  (LDL) 
Cholesterol  at  Goal:  Percentage  of 
patients  in  the  sample  whose  LDL 
cholesterol  is  considered  to  be  at  goal, 
based  upon  their  coronary  heart 
disease  (CHD)  risk  factors 

•  Timing  of  Lipid  Testing  Complies 
with  Guidelines:  Percentage  of 
patients  in  the  sample  whose  timing  of 
lipid  testing  complies  with  guidelines 
(lipid  testing  performed  in  the 
preceding  12-month  period  (with  a 
three-month  grace  period)  for  patients 
with  known  coronary  heart  disease 
(CHD)  or  CHD  risk  equivalent  (prior 
myocardial  infarction  (MI),  other 
clinical  CHD,  symptomatic  carotid 
artery  disease,  peripheral  artery 
disease,  abdominal  aortic  aneurysm, 
diabetes  mellitus);  or  in  the  preceding 
24-month  period  (with  a  three-month 
grace  period)  for  patients  with  >  2  risk 
factors  for  CHD  (smoking, 
hypertension,  low  high  density  lipid 
(HDL),  men  >  45  years,  women  >  55 
years,  family  history  of  premature 
CHD;  HDL  >  60  mg/dL  acts  as  a 
negative  risk  factor);  or  in  the 
preceding  60-month  period  (with  a 
three-month  grace  period)  for  patients 
with  <  1  risk  factor  for  CHD) 

•  Diabetes  Documentation  or  Screen 
Test:  Percentage  of  patients  in  the 
sample  who  had  a  screening  test  for 
type  2  diabetes  or  had  a  diagnosis  of 
diabetes 
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Care 

Coordina¬ 

tion 


Measure  Title  and  Description^ 


•  Correct  Determination  of  Ten-Year 
Risk  for  Coronary  Death  or 
Myocardial  Infarction  (MI): 

Number  of  patients  in  the  sample 
whose  ten-year  risk  of  coronary  death 
or  MI  is  correctly  assessed  and 
documented 

•  Counseling  for  Diet  and  Physical 
Activity:  Percentage  of  patients  in  the 
sample  who  received  dietary  and 
physical  activity  counseling 

•  Appropriate  Use  of  Aspirin  or 
Other  Antiplatelet/Anticoagulant 
Therapy:  Percentage  of  patients  in  the 
sample  who  are:  1)  taking  aspirin  or  . 
other  anticoagulant/antiplatelet 
therapy,  or  2)  under  age  30,  or  3)  age 
30  or  older  and  who  are  documented 
to  be  at  low  risk.  Low-risk  patients 
include  those  who  are  documented 
with  no  prior  coronary  heart  disease 
(CHD)  or  CHD  risk  equivalent  (prior 
myocardial  infarction  (MI),  other 
clinical  CHD,  symptomatic  carotid 
artery  disease,  peripheral  artery 
disease,  abdominal  aortic  aneurysm, 
diabetes  mellitus)  and  whose  ten-year 
risk  of  developing  CHD  is  <  10% 

•  Smoking  Status  and  Cessation 
Support:  Percentage  of  patients  in  the 
sample  whose  current  smoking  status 
is  documented  in  the  chart,  and  if  they 
were  smokers,  were  documented  to 
have  received  smoking  cessation 
counseling  during  the  reporting  period 


Total  Knee  Replacement:  Coordination 
of  Post  Discharge  Care:  Percentage  of 
patients  undergoing  total  knee  replacement 
who  received  written  instructions  for  post 
discharge  care  including  all  the  following: 
post  discharge  physical  therapy,  home 
health  care,  post  discharge  deep  vein 
thrombosis  (DVT)  prophylaxis  and  follow¬ 
up  physician  visits 
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Care 
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Measure  Title  and  Description^ 


Total  Knee  Replacement:  Venous ' 
Thromboembolic  and  Cardiovascular 
Risk  Evaluation:  Percentage  of  patients 
undergoing  a  total  knee  replacement  who 
are  evaluated  for  the  presence  or  absence  of 
venous  thromboembolic  and  cardiovascular 
risk  factors  within  30  days  prior  to  the 
procedure  including  history  of  deep  vein 
thrombosis  (DVT),  pulmonary  embolism 
(PE),  myocardial  infarction  (MI), 
arrhythmia  and  stroke _ 


Total  Knee  Replacement:  Preoperative 
Antibiotic  Infusion  with  Proximal 
Tourniquet:  Percentage  of  patients 
undergoing  a  total  knee  replacement  who 
had  the  prophylactic  antibiotic  completely 
infused  prior  to  the  inflation  of  the  proximal 
ioumiouet 


Total  Knee  Replacement:  Identification 
of  Implanted  Prosthesis  in  Operative 
Report:  Percentage  of  patients  undergoing 
total  knee  replacement  whose  operative 
report  identifies  the  prosthetic  implant 
specifications  including  the  prosthetic 
implant  manufacturer,  the  brand  name  of 
prosthetic  implant  and  the  size  of  prosthetic 

implant _ _ 

Radiation  Dose  Optimization:  Utilization 
of  a  Standardized  Nomenclature  for  CT 
Imaging  Description:  Percentage  of 
computed  tomography  (CT)  intaging  reports 
for  all  patients,  regardless  of  age,  with  die 
imaging  study  named  according  to  a 
standardized  nomenclature  (e.g.,  RadLex®) 
and  the  standardized  nomenclature  is  used 

in  institutions  computer  systems _ 

Radiation  Dose  Optimization: 

Cumulative  Count  of  Potential  High  Dose 
Radiation  Imaging  Studies:  Computed 
Tomography  (CT)  Scans  and  Cardiac 
Nuclear  Medicine  Scans:  Percentage  of 
CT  and  cardiac  nuclear  medicine 
(myocardial  .perfusion)  imaging  reports  for 
all  patients,  regardless  of  age,  that 


Reporting 

Mechanism 
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Measure  Title  and  Description^ 


document  a  count  of  known  previous  CT 
studies  (any  type  of  CT)  and  cardiac  nuclear 
medicine  (myocardial  perfusion  studies) 
studies  that  the  patient  has  received  in  the 
12-month  period  prior  to  the  current  study 


Radiation  Dose  Optimization:  Reporting 
to  a  Radiation  Dose  Index  Registry: 
Percentage  of  total  computed  tomography 
(CT)  studies  performed  for  all  patients, 
regardless  of  age,  that  are  reported  to  a 
radiation  dose  index  registry  AND  that 
include  at  a  minimum  selected  data 
elements 


Radiation  Dose  Optimization:  Images 
Available  for  Patient  Follow-up  and 
Comparison  Purposes:  Percentage  of  final 
reports  for  imaging  studies  performed  for 
all  patients,  regardless  of  age,  which 
document  that  Digital  Imaging  and 
Communications  in  Medicine  (DICOM) 
format  image  data  are  available  reciprocally 
to  non-affiliated  external  entities  on  a 
secure,  media  free,  searchable  basis  with 
patient  authorization  for  at  least  a  12-month 
period  after  the  study 


Radiation  Dose  Optimization:  Search  for 
Prior  Imaging  Studies  Through  a  Secure, 
Authorized,  Media-Free,  Shared 
Archive:  Percentage  of  final  reports  of 
imaging  studies  performed  for  all  patients, 
regardless  of  age,  which  document  that  a 
search  for  Digital  Imaging  and 
Communications  in  Medicine  (DICOM) 
format  images  was  conducted  for  prior 
patient  imaging  studies  completed  at  non- 
affiliated  external  entities  within  the  past 
12-months  and  are  available  through  a 
secure,  authorized,  media  free,  shared 
archive  prior  to  an  imaging  study  being 
performed 
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Measure  Title  and  Description^ 


Osteoporosis  Composite: 

•  Status  of  Participation  in  Weight- 
Bearing  Exercise  and  Weight¬ 
bearing  Exercise  Advice:  Percentage 
of  patients  aged  18  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia, 
or  prior  low  impact  fracture;  women 
age  65  and  older;  or  men  age  70  and 
older  whose  status  regarding 
participation  in  weight-bearing 
exercise  was  documented  and  for 
those  not  participating  regularly  who 
received  advice  within  12  months  to 
participate  in  weight-bearing  exercise 

•  Current  Level  of  Alcohol  Use  and 
Advice  on  Potentially  Hazardous 

.  Drinking  Prevention:  Percentage  of 
patients  aged  18  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia, 
or  prior  low  impact  fracture;  women 
age  65  and  older;  or  men  age  70  and 
older  whose  current  level  of  alcohol 
use  was  documented  and  for  those 
engaging  in  potentially  hazardous 
drinking  who  received  counseling 
within  12  months 

•  Screen  for  Falls  Risk  Evaluation 
and  Complete  Falls  Risk  Assessment 
and  Plan  of  Care:  Percentage  of 
patients  aged  18  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia, 
or  prior  low  impact  fracture;  women 
age  65  and  older;  or  men  age  70  and 
older  who  had  a  screen  for  falls  risk 
evaluation  within  the  past  12  months 
and  for  those  reported  as  having  a  . 
history  of  two  or  more  falls,  or  fall- 
related  injury  who  had  a  complete  risk 
assessment  for  falls  and  a  falls  plan  of 
care  within  the  past  12  months 

•  Dual-Emission  X-ray 
Absorptiometry  (DXA)  Scan: 
Percentage  of  patients  aged  18  and 
older  with  a  diagnosis  of  osteoporosis. 
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Domain 


Clinical 

Process/ 

Effective- 


Measure  Title  and  Description 
osteopenia,  or  prior  low  impact 
fracture;  women  age  65  and  older;  or 
men  age  70  and  older  who  had  a  DXA 
scan  and  result  documented 

•  Calcium  Intake  Assessment  and 
Counseling:  Percentage  of  patients 
aged  1 8  and  older  with  a  diagnosis  of 
osteoporosis,  osteopenia,  or  prior  low 
impact  fracture;  women  age  65  and 
older;  or  men  age  70  and  older  who 
had  calcium  intake  assessment  and 
counseling  at  least  once  within  12 
months 

•  Vitamin  D  Intake  Assessment  and 
Counseling:  Percentage  of  patients 
aged  1 8  and  older  with  a  diagnosis  of 
osteoporosis,  osteopenia,  or  prior  low 
impact  fraemre;  women  age  65  and 
older;  or  men  age  70  and  older  who 
had  vitamin  D  intake  assessment  and 
counseling  at  least  once  within  12 
months 

•  Pharmacologic  Therapy:  Percentage 
of  patients  aged  1 8  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia, 
or  prior  low  impact  fracture;  women 
age  65  and  older;  or  men  age  70  and 
older  who  were  prescribed 
pharmacologic  therapy  approved  by 
the  Food  and  Drug  Administration 


Osteoporosis:  Status  of  Participation  in 
Weight-Bearing  Exercise  and  Weight¬ 
bearing  Exercise  Advice:  Percentage  of 
patients  aged  1 8  and  older  with  a  diagnosis 
of  osteoporosis,  osteopenia,  or  prior  low 
impact  fracture;  women  age  65  and  older; 
or  men  age  70  and  older  whose  status 
regarding  participation  in  weight-bearing 
exercise  was  documented  and  for  those  not 
participating  regularly  who  received  advice 
within  12  months  to  participate  in  weight¬ 
bearing  exercise 
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Mechanism 
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Clinical 

Process/ 

Effective- 


Clinical 
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Effective- 


Measure  Title  afid  Description* 


Osteoporosis:  Current  Level  of  Alcohol 
Use  and  Advice  on  Potentially  Hazardous 
Drinking  Prevention:  Percentage  of 
patients  aged  18  and  older  with  a  diagnosis 
of  osteoporosis,  osteopenia,  or  prior  low 
impact  fiacture;  women  age  65  and  older; 
or  men  age  70  and  older  whose  current  level 
of  alcohol  use  was  documented  and  for 
those  engaging  in  potentially  hazardous 
drinking  who  received  counseling  within  12 
months 


Osteoporosis:  Screen  for  Falls  Risk 
Evaluation  and  Complete  Falls  Risk 
Assessment  and  Plan  of  Care:  Percentage 
of  patients  aged  18  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia,  or 
prior  low  impact  fracture;  women  age  65 
and  older;  or  men  age  70  and  older  who  had 
a  screen  for  falls  risk  evaluation  within  the 
past  12  months  and  for  those  reported  as 
having  a  history  of  two  or  more  falls,  or  . 
fall-related  injury  who  had  a  complete  risk 
assessment  for  falls  and  a  falls  plan  of  care 
within  the  past  12  months 


Osteoporosis:  Dual-Emission  X-ray 
Absorptiometry  (DXA)  Scan:  Percentage 
of  patients  aged  18  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia,  or 
prior  low  impact  fracture;  women  age  65 
and  older;  or  men  age  70  and  older  who  had 
a  PXA  scan  and  result  documented 


Osteoporosis:  Calcium  Intake 
.Assessment  and  Counseling:  Percentage 
of  patients  aged  18  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia,  or 
prior  low  impact  fracture;  women  age  65 
and  older;  or  men  age  70  and  older  who  had 
calcium  intake  assessment  and  counseling 
at  least  once  within  12  months 


Osteoporosis:  Vitamin  D  Intake 
Assessment  and  Counseling:  Percentage 
of  patients  aged  1 8  and  older  with  a 
diagnosis  of  osteoporosis,  osteopenia,  or 
prior  low  impact  fracture;  women  age  65 
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Reporting 
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Other  Quality  Reporting  Programs 

Measure  Steward 

PQRS  Claims 

PQRS  Qualified  Registry 

PQRS  Qualified  EHR 

CMS-Selected  GPRO*  (web 
interface)* 

Measures  Groups 

and  older;  or  men  age  70  and  older  who  had 
vitamin  D  intake  assessment  and  counseling 
at  least  once  within  12  months 

1 

1 

■ 

1 

N/A/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Osteoporosis:  Pharmacologic  Therapy: 
Percentage  of  patients  aged  18  and  older 
with  a  diagnosis  of  osteoporosis, 
osteopenia,  or  prior  low  impact  fracture; 
women  age  65  and  older;  or  men  age  70  and 
older  who  were  prescribed  pharmacologic 
therapy  approved  by  the  Food  and  Drug 
Administration 

ABIM 

1 

1 

1 

1 

X 

0060/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Hemoglobin  Ale  Test  for  Pediatric 
Patients:  Percentage  of  pediatric  patients 
with  diabetes  with  a  HbAlc  test  during  the 
measurement  period 

NCQA 

1 

X 

1 

1 

HITECH 

0108/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

ADHD:  Follow-Up  Care  for  Children 
Prescribed  Attention-Deficit/ 

Hyperactivity  Disorder  (ADHD) 
Medication:  The  percentage  of  children  6 
to  12  years  of  age  and  newly  prescribed 
attention-deficit/hyperactivity  disorder 
(ADHA)  medication  who  had  at  least  three 
follow-up  care  visits  within  a  10-month 
period,  one  of  which  was  within  30  days  of 
when  the  first  ADHD  medication  was 
dispensed.  Two  rates  are  reported. 

A.  Percentage  of  children  witha 
prescription  dispensed  for  ADHD 
medication  and  who  had  one  follow-up  visit 
with  a  practitioner  with  prescribing 
authority  during  the  30-Day  Initiation  Phase 

B.  Percentage  of  children  with  a 
prescription  dispensed  for  ADHD 
medication  who  remained  on  the  medication 
for  at  least  210  days  and  who,  in  addition  to 
the  visit  in  the  Initiation  Phase,  had  at  least 
two  additional  follow-up  visits  with  a 
practitioner  within  270  days  (9  months) 
after  the  Initiation  Phase  ended 

NCQA 

X 

HITECH 

0110/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Bipolar  Disorder  and  Major  Depression: 
Appraisal  for  alcohol  or  chemical 
substance  use:  Percentage  of  patients  with 
depression  or  bipolar  disorder  with 
evidence  of  an  initial  assessment  that 

CQAIMH 

1 

1 

HITECH 
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Reporting 
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Other  Quality  Reporting  Programs 

Measure  Steward 
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PQRS  Claims 

PQRS  Qualified  Registry 

PQRS  Qualified  EHR 

CMS-Selected  GPRO*  (web 
interface)* 

Measures  Groups 

includes  an  appraisal  for  alcohol  or 
chemical  substance  use 

■■ 

II 

1 

II 

0403/ 

TBD 

Efficient 

Use  of 

Healthcare 

Resources 

HIV/AIDS:  Medical  Visits:  Percentage  of 
patients,  regardless  of  age,  with  a  diagnosis 
of  HIV/AIDS  with  at  least  two  medical 
visits  during  the  measurement  year  with  a 
minimum  of  60  days  between  each  visit 

AMA/ 

NCQA 

X 

1 

HITECH 

0608/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Pregnant  women  that  had  HBsAg 
testing:  This  measure  identifies  pregnant 
women  who  had  a  HBsAg  (hepatitis  B)  test 
during  their  pregnancy 

Ingenix 

1 

X 

1 

1 

HITECH 

0710/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Depression  Remission  at  Twelve  Months: 
Adult  patients  age  18  and  older  with  major 
depression  or  dysthymia  and  an  initial 

PHQ-9  score  >  9  who  demonstrate 
remission  at  twelve  months  defined  as 

PHQ-9  score  less  than  5.  This  measure 
applies  to  both  patients  with  newly 
diagnosed  and  existing  depression  whose 
current  PHQ-9  score  indicates  a  need  for 
treatment 

MNCM 

X 

HITECH 

0712/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Depression  Utilization  of  the  PHQ-9 

Tool:  Adult  patients  age  18  and  older  with 
the  diagnosis  of  major  depression  or 
dysthymia  who  have  a  PHQ-9  tool 
administered  at  least  once  during  a  4  month 
period  in  which  there  was  a  qualifying  visit 

MNCM 

X 

1 

HITECH 

1401/ 

TBD 

Population/ 

Public 

Health 

Maternal  depression  screening:  The 
percentage  of  children  who  turned  6  months 
of  age  during  the  measurement  year,  who 
had  a  face-to-face  visit  between  the 
clinician  and  the  child  during  child’s  first  6 
months,  and  who  had  a  maternal  depression 
screening  for  the  mother  at  least  once 
between  0  and  6  months  of  life 

NCQA 

1 

X 

1 

1 

HITECH 

Not  yet 

endorsed/ 

TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Hypertension:  improvement  in  blood 
pressure:  Percentage  of  patients  aged  18- 
85  years  of  age  with  a  diagnosis  of 
hypertension  whose  blood  pressure 
improved  during  the  measurement  period 

CMS 

1 

HITECH 

Not  yet 

endorsed/ 

TBD 

Care 

Coordina¬ 

tion 

Closing  the  referral  loop:  receipt  of 
specialist  report;  Percentage  of  patients 
with  referrals,  regardless  of  age,  for  which 
the  referring  provider  receives  a  report  from 

CMS 

1 

HITECH 
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CMS-Selected  GPRO*  (web 
interface)* 

Measures  Groups 

the  provider  to  whom  the  patient  was 
referred 

1 

■ 

Not  yet 

endorsed/ 

TBD 

Patient  and 

Family 

Engagement 

Functional  status  assessment  for  knee 
replacement:  Percentage  of  patients  aged 

1 8  years  and  older  with  primary  total  knee 
arthroplasty  (TKA)  who  completed 
baseline  and  follow-up  (patient-reported) 
functional  status  assessments 

CMS 

X 

HITECH 

Not  yet 

endorsed/ 

TBD 

Patient  and 

Family 

Engagement 

Functional  status  assessment  for  hip 
replacement:  Percentage  of  patients  aged 

1 8  years  and  older  with  primary  total  hip 
arthroplasty  (THA)  who  completed  baseline 
and  follow-up  (patient-reported)  functional 
status  assessments 

CMS 

X 

1 

1 

HITECH 

Not  yet 

endorsed/ 

TBD 

Patient  and 

Family 

Engagement 

Functional  status  assessment  for  complex 
chronic  conditions:  Percentage  of  patients 
aged  65  years  and  older  with  heart  failure 
who  completed  initial  and  follow-up 
patient-reported  functional  status 
assessments 

CMS 

1 

X 

1 

HITECH 

TBD/TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Children  who  have  dental  decay  or 
cavities:  Percentage  of  children  ages  1-17, 
who  have  had  tooth  decay  or  cavities  during 
the  measurement  period 

MCHB, 

HRSA 

1 

X 

1 

1 

HITECH 

TBD/TBD 

Clinical 

Process/ 

Effective¬ 

ness 

Primary  Caries  Prevention  Intervention 
as  Offered  by  Primary  Care  Providers, 
including  Dentists:  Percentage  of  children, 
age  0-20  years,  who  received  a  fluoride 
varnish  application  during  the  measurement 
period 

University 

of 

Minnesota 

1 

X 

1 

HITECH 

TBD/TBD 

i 

Patient 

Safety 

ADE  Prevention  and  Monitoring: 
Warfarin  Time  in  Therapeutic  Range: 
Average  percentage  of  time  in  which 
individuals  with  atrial  fibrillation  who  are 
on  chronic  anticoagulation  have 

International  Normalized  Ratio  (FNR)  test 
results  within  the  therapeutic  range  during 

1  the  measurement  period 

CMS 

HITECH 

*Measures  that  can  be  reported  using  the  GPRO  web  interface. 

¥  Titles  and  descriptions  in  this  table  are  aligned  with  proposed  2014  Health  Information  Technology  for  Economic 
and  Clinical  Health  (HITECH)  measure  titles,  and  may  differ  from  existing  measures  in  other  programs.  Please 
reference  the  National  Quality  Forum  (NQF)  and  PQRS  numbers  for  clarification. 


I 


44952 


Federal  Register / Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


We  also  note  that  we  are  not 
proposing  to  include  the  following  9 
measures  specified  in  Table  34  for  2014. 
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TABLE  34:  Measures  that  are  Not  Proposed  to  be  Included  in  the  PQRS  Measure 

Set  for  2014  and  Beyond 


National 

Quality 

Strategy 

Domain 


AQA 

adopted/ 

173 


Population/ 

Public 

Health 


Clinical 

Process/ 

Effective¬ 

ness 


Clinical 

Process/ 

Effective- 


Population/ 

Public 

Health 


Patient 

Safety 


Measure  Title  and  Description'’ 

Measure  Steward 

Prostate  Cancer:  Three  Dimensional 

AMA- 

(3D)  Radiotherapy:  Percentage  of 
patients,  regardless  of  age,  with  a 
diagnosis  of  clinically  localized  prostate 
cancer  receiving  external  beam 
radiotherapy  as  a  primary  therapy  to  the 
prostate  with  or  without  nodal  irradiation 

PCPI 

(no  metastases;  no  salvage  therapy)  who 
receive  three-dimensional  conformal 
radiotherapy  (3D-CRT)  or  intensity 
modulated  radiation  therapy  (IMRT) 

Preventive  Care  and  Screening: 

AMA- 

Unhealthy  Alcohol  Use  -  Screening: 
Percentage  of  patients  aged  1 8  years  and 
older  who  were  screened  for  unhealthy 
alcohol  use  using  a  systematic  screening 
method  within  24  months 

PCPI 

Heart  Failure:  Warfarin  Therapy  for 

AMA- 

Patients  with  Atrial  Fibrillation: 

PCPI/ 

Percentage  of  all  patients  aged  1 8  and 

ACCF/ 

older  with  a  diagnosis  of  heart  failure  and 
paroxysmal  or  chronic  atrial  fibrillation 
who  were  prescribed  warfarin  therapy 

AHA 

Hypertension  (HTN):  Blood  Pressure 

AMA- 

Measurement:  Percentage  of  patient  visits 

PCPI 

for  patients  aged  1 8  years  and  older  with  a 
diagnosis  of  HTN  with  blood  pressure 
(BP)  recorded 

Prenatal  Care:  Screening  for  Human 

AMA- 

Immunodeficiency  Virus  (HIV): 

Percentage  of  patients,  regardless  of  age, 
who  gave  birth  during  a  12-month  period 
who  were  screened  for  HIV  infection 

PCPI 

during  the  first  or  second  prenatal  visit 

Prenatal  Care:  Anti-D  Immune 

AMA- 

Globulin:  Percentage  of  D  (Rh)  negative, 
unsensitized  patients,  regardless  of  age, 
who  gave  birth  during  a  12-month  period 
who  received  anti-D  immune  globulin  at 
26-30  weeks  gestation 

PCPI 

Reporting 

Mechanism 
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NQF/ 

PQRS 

National 

Quality 

Strategy 

Domain 

Measure  Title  and  Description'’ 

Measure  Steward 

Reporting 

Mechanism 

Other  Quality  Reporting  Programs 

PQRS  Claims 

PQRS  Qualified  Registry 

PQRS  Qualified  EHR 

CMS-Selected  GPRO  (web 
interface)* 

Measures  Groups 

0027/ 

308 

Population/ 

Public 

Health 

Smoking  and  Tobacco  Use  Cessation, 
Medical  Assistance:  a.  Advising 

Smokers  and  Tobacco  Users  to  Quit,  b. 
Discussing  Smoking  and  Tobacco  Use 
Cessation  Medications,  c.  Discussing 
Smoking  and  Tobacco  Use  Cessation 
Strategies:  Percentage  of  patients  aged  18 
years  and  older  who  were  current  smokers 
or  tobacco  users,  who  were  seen  by  a 
practitioner  during  the  measurement  year 
and  who  received  advice  to  quit  smoking 
or  tobacco  use  or  whose  practitioner 
recommended  or  discussed  smoking  or 
tobacco  use  cessation  medications, 
methods  or  strategies 

NCQA 

X 

0326/47 

Care 

Coordina¬ 

tion 

Advanced  Care  Plan:  Percentage  of 
patients  aged  65  years  and  older  who  have 
an  advanced  care  plan  or  surrogate 
decision  maker  documented  in  the  medical 
record  or  documentation  in  the  medical 
record  that  an  advanced  care  plan  was 
discussed  but  the  patient  did  not  wish  or 
was  not  able  to  name  a  surrogate  decision 
maker  or  provide  an  advanced  care  plan 

AMA- 

PCPI/ 

NCQA 

1 

1 

X 

1 

1 

■ 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  Hemoglobin  Ale 
Control  (<8%):  The  percentage  of 
patients  18  through  75  years  of  age  with  a 
diagnosis  of  diabetes  (type  1  or  type  2) 
who  had  HbAlc  <  8% 

NCQA 

1 

X 

1 

■ 

•Measures  that  can  be  reported  using  the  GPRO  web  interface. 

¥  Titles  and  descriptions  in  this  table  are  aligned  with  the  proposed  2013  EHR  Pilot  measure  titles,  and  may  differ 
from  existing  measures  in  other  programs.  Please  reference  the  National  Quality  Forum  (NQF)  and  PQRS  numbers 
for  clarification. 


BHJJNG  CODE  4120-01-C 

For  the  2012  PQRS,  the  PQRS  aligned 
the  measiues  the  program  had  available 
for  EHR-based  reporting  with  the  EHR 
measures  available  for  reporting  under 
the  EHR  Incentive  Program  (76  FR 
73364)  and  CMS  proposes  to  retain 
those  measures  for  2013  and  beyond.  In 
fact,  we  are  proposing  to  add  or  remove 
measures  available  for  EHR-based 
reporting  that  align  with  what  has  been 
proposed  for  reporting  under  the  EHR 


Incentive  Program  for  CY  2014  (77  FR 
13746).  We  also  intend  to  align  the 
PQRS  measure  set  with  other  CMS 
programs  such  as  the  Value-based 
Modiher  and  Medicare  Shared  Savings 
Program. 

As  indicated  in  Tables  29  through  34, 
we  are  proposing  a  total  of  264  measures 
in  2013.  Of  these  proposed  measures, 
we  note  that  250  of  these  measures  were 
measures  previously  established  for 


reporting  under  the  2012  PQRS.  14  of 
these  proposed  meeisures  are  newly 
proposed  in  2013.  In  2013,  we  are  also 
proposing  to  retire  14  measures  that 
were  previously  established  for 
reporting  xmder  the  2012  PQRS.  In  2014, 
we  are  proposing  34  additional  new 
measures  that  were  not  previously 
established  for  reporting  under  the  2012 
PQRS  and  proposing  to  retire  8 
measures  that  were  previously 


Federal  Register  AVol.  77,  No.  146/ Monday,  July  30,  2012 /Proposed  Rtile^ 


44i95 


established  for  reporting  under  the  2012 
PQRS. 

For  Table  31,  which  specifies  the 
tables  we  are  not  proposing  to  retain  in 
the  PQRS  measure  set  for  2013  and 
beyond,  we  are  not  proposing  the 
following  measures  for  the  following 
reasons: 

(1)  Stroke  and  Stroke  Rehabilitation: 
Computed  Tomography  (CT)  or 
Magnetic  Resonance  Imaging  (MRI) 
Reports:VJe  are  not  proposing  that  this 
measure  be  because  the  measure  is  no 
longer  endorsed  by  NQF  and  therefore 
does  not  satisfy  the  requirement  for 
PQRS  to  provide  consensus-based 
quality  measures  under  section 
1848(k)(2)(C)(i)  of  the  Act.  Although 
section  1848{k)(2)(C)(ii)  of  the  Act 
provides  an  exception  to  proposing 
PQRS  measures  endorsed  by  the  NQF, 
we  are  not  exercising  our  authority  to 
use  this  exception.  The  measure  was  not 
recommended  for  reporting  by  the 
Measure  Application  Partnership  and 
we  agree  with  the  Measure  Applications 
Partnership’s  (MAP)  assessment.  More 
information  on  the  MAP’s  assessment 
can  be  found  in  the  “MAP  Pre- 
Rulemaking  Report:  Input  on  Measures 
Under  Consideration  by  HHS  for  2012 
Rulemaking”  available  at  http:// 
www.qualityforum.org/ 
SettingPriorities/Partnership/ 

MAP  Final  Reports. aspx.[2)  Emergency 
Medicine:  Community-Acquired 
Pneumonia  (CAP):  Assessment  of 
Oxygen  Saturation:  The  measure  was 
not  recommended  for  reporting  by  the 
MAP  and  we  agree  with  the  MAP’s 
assessment.  More  information  on  the 
MAP’s  assessment  can  be  found  in  the 
“MAP  Pre-Rulemaking  Report:  Input  on 
Measures  Under  Consideration  by  HHS 
for  2012  Rulemaking”  available  at 
http://www.qualityforum.org/ 
SettingPriorities/Partnership/ 

MAP  Final  Reports. aspx. 

(3)  Emergency  Medicine:  Community- 
Acquired  Pneumonia  (CAP):  Assessment 
of  Mental  Status;  Acute  Otitis  Externa 
(AOE):  Pain  Assessment:  The  measure 
was  not  recommended  for  reporting  by 
the  MAP  and  we  agree  with  the  MAP’s 
assessment.  More  information  on  the 
MAP’s  assessment  can  be  found  in  the 
“MAP  Pre-Rulemaking  Report:  Input  on 
Measures  Under  Consideration  by  HHS 
for  2012  Rulemaking”  available  at 

http  ://www.  quali  tyforu  m .  org/ 
SettingPriori  ties/Partnersh  i p/ 

MAP  Final  Reports. aspx. 

(4)  Carotid  Endarterectomy;. Use  of 
Patch  During  Conventional  Carotid 
Endarterectom:  The  measure  was  not 
recommended  for  reporting  by.  the  MAP 
and  we  agree  with  the  MAP’s 
assessment.  More  information  oh  the 
MAP’s  assessment  can  be  found  in  the 


“MAP  Pre-Rulemaking  Report:  Input  on 
Measures  Under  Consideration  by  HHS 
for  2012  Rulemaking”  available  at 
http://  www.qualityforum.org/ 
SettingPriorities/Partnership/ 

MAP _Final_Reports. aspx. 

(5)  Chronic  Wound  Care:  Use  of 
Compression  System  in  Patients  with 
Venous  Ulcers:  The  measure  was  not 
recommended  for  reporting  by  the  MAP 
and  we  agree  with  the  MAP’s 
assessment.  More  information  on  the 
MAP’s  assessment  can  be  found  in  the 
“MAP  Pre-Rulemaking  Report:  Input  on 
Measures  Under  Consideration  by  HHS 
for  2012  Rulemaking”  available  at 
http://www.qualityforum.org/ 
SettingPriorities/Partnership/ 

MAP  Final  Reports. aspx. 

(6)  Referral  for  Otologic  Evaluation  for 
Patients  with  History  of  Active  Drainage 
from  the  Ear  Within  the  Previous  90 
Days:  The  measure  was  not 
recommended  for  reporting  by  the  MAP 
and  we  agree  with  the  MAP’s 
assessment.  More  information  on  the 
MAP’s  assessment  can  be  found  in  the 
“MAP  Pre-Rulemaking  Report:  Input  on 
Measures  Under  Consideration  by  HHS 
for  2012  Rulemaking”  available  at 
http://www.qualityforum.org/  ‘ 
SettingPriorities/Partnership/ 

MAP  Final  Reports. aspx. 

(7)  Referral  for  Otologic  Evaluation  for 
Patients  with  a  History  of  Sudden  or 
Rapidly  Progressive  Hearing  Loss:  The 
measure  was  not  recommended  for 
reporting  by  the  MAP  and  we  agree  with 
the  MAP’s  assessment.  More  • 
information  on  the  MAP’s  assessment 
can  be  found  in  the  “MAP  Pre- 
Rulemaking  Report:  Input  on  Measures 
Under  Consideration  by  HHS  for  2012 
Rulemaking”  available  at  http:// 
www.qualityforum.org/ 
SettingPriorities/Partnership/ 

MAP  Final  Reports. aspx.. 

(8)  Heart  Failure:  Patient  Education; 
Functional  Communication  Measure — 
Motor  Speech 

(9)  Coronary  Artery  Disease  (CAD): 
Symptom  and  Activity  Assessment:  The 
measure  was  not  recommended  for 
reporting  by  the  MAP  and  we  agree  with 
the  MAP’s  assessment.  More 
information  on  the  MAP’s  assessment 
can  be  found  in  the  “MAP  Pre- 
Rulemaking  Report:  Input  on  Measures 
Under  Consideration  by  HHS  for  2012 
Rulemaking”  available  at  http-J/ 

WWW.  q  u  alityforum .  org/ 
SettingPriorities/Partnership/ 

MAP  Final  Reports. aspx. 

(lOl  Pregnancy  Test  for  Female 
Abdominal  Pain  Patients:  The  measure 
was  not  recommended  for  reporting  by 
the  MAP  and  we  agree  with  the  MAP’s 
assessment.  More  information  on  the 
MAP’s  assessment  can  be  found  in  the 


“MAP  Pre-Rulemaking  Report:  Input  on 
Measures  Under  Consideration  by  HHS 
for  2012  Rulemaking”  available  at 
http://www.qualityforum.org/ 
SettingPriorities/Partnership/ 

MAP _Final_Reports. aspx. 

(11)  We  also  decline  to  propose  the 
measure  titled  “Health  Information 
Technology  (HIT):  Adoption/Use  of 
Electronic  Health  Records  (EHR)’’  again 
for  the  2013  PQRS  because  of  our  desire 
to  align  with  the  EHR  Incentive 
Program.  In  addition,  we  believe  that, 
since  we  anticipate  that  most  eligible 
professionals  reporting  via  EHR  will 
also  participate  in  the  EHR  Incentive 
Program;  we  believe  it  is  redundant  to 
have  an  eligible  professional  report  on 
whether  or  not  s/he  has  adopted  an 
EHR. 

(12)  We  are  not  proposing  the 
measure  titled  “Hypertension  (HTN): 
Plan  of  Care”  again  for  2013  because 
this  measure  is  being  retired  by  its 
measure  owner. 

For  the  measures  we  are  not 
proposing  to  include  in  PQRS  beginning 
in  2014  in  Table  34,  we  did  not  propose 
the  Prostate  Cancer:  Three  Dimensional 
(3D)  Radiotherapy;  Hypertension  (HTN): 
Blood  Pressure  Measurement:  and 
Prenatal  Care:  Anti-D  Immune  Globulin 
measures  (which  are  described  in  detail 
above  in  Table  34)  for  2014  and  beyond 
because  the  measures  will  be  retired  by 
its  measure  owners.  We  are  proposing  to 
retire  the  measure  titled  “Preventive 
Care  and  Screening:  Unhealthy  Alcohol 
Use — Screening”  because  this  measure 
was  recommended  for  removal  from 
reporting  by  the  Measure  Applications 
Partnership.  We  are  proposing  to  retire 
the  measure  titled  “Heart  Failure: 
Warfarin  Therapy  for  Patients  with 
Atrial  Fibrillation”  because  evidence 
suggests  that  treatments  other  than 
Warfarin  have  proven  more  effective  to 
treat  Heart  Failure.  Lastly,  we  did  not 
propose  to  retain  the  measures  titled 
“Smoking  and  Tobacco  Use  Cessation, 
Medical  Assistance:  a.  Advising 
Smokers  and  Tobacco  Users  to  Quit,  b. 
Discussing  Smoking  and  Tobacco  Use 
Cessation  Medications,  c.  Discussing 
Smoking  and  Tobacco  Use  Cessation 
Strategies”  and  “Advanced  Care  Plan” 
for  reporting  via  the  EHR-based 
reporting  mechanisms  beginning  in 
2014  to  align  with  the  EHR  Incentive 
Program. 

As  indicated  in  Tables  30  and  32,  we 
are  proposing  a  total  of  212  measures  for 
available  for  reporting  beginning  in 
2013.  Beginning  2014,  we  are  proposing 
that  210  measures  be  available  for 
reporting  under  PQRS.  As  indicated 
previously,  these  proposed  measures  are 
classified  under  6  domains. 
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(1)  Patient  safety.  We  are  proposing 
21  measures  under  the  patient  safety 
domain  available  for  reporting  in  PQRS 
beginning  in  2013  or  2014.  Of  these 
measures,  the  following  18  measures  are 
NQF-endorsed,  and  therefore  satisfy  the 
requirement  that  PQRS  provide 
consensus-based  measures  for  reporting 
under  section  1848(k)(2)(C)(i)  of  the  Act. 

•  Perioperative  Care:  Timing  of 
Antibiotic  Prophylaxis — Ordering 
Physician. 

•  Perioperative  Care:  Selection  of 
Prophylactic  Antibiotic — First  OR 
Second  Generation  Cephalosporin. 

•  Perioperative  Care:  Discontinuation 
of  Prophylactic  Antibiotics  (Non- 
Cardiac). 

•  Perioperative  Care:  Venous 
Thromboembolism  (VTE)  Prophylaxis 
(When  Indicated  in  ALL  Patients) 
Perioperative  Care. 

•  Perioperative  Care:  Discontinuation 
of  Prophylactic  Antibiotics  (Cardiac 
Procedures). 

•  Medication  Reconciliation: 
Reconciliation  After  Discharge  from  an 
Inpatient  Facility. 

•  Prevention  of  Catheter-Related 
Bloodstream  Infections  (CRBSI):  Central 
Venous  Catheter  (CVC)  Insertion 
Protocol. 

•  Prostate  Cancer:  Three  Dimensional 
(3D)  Radiotherapy. 

•  Documentation  of  Current 
Medications  in  the  Medical  Record. 

•  Prevention  of  Catheter-Related 
Bloodstream  Infections  (CRBSI):  Central 
Venous  Catheter  (CVC)  Insertion 
Protocol. 

•  Medication  Reconciliation: 
Reconciliation  After  Discharge  from  an 
Inpatient  Facility. 

•  Perioperative  Care:  Discontinuation 
of  Prophylactic  Antibiotics  (Cardiac 
Procedures). 

•  Perioperative  Care:  Timely 
Administration  of  Prophylactic 
Parenteral  Antibiotics. 

•  Perioperative  Care:  Venous 
Thromboembolism  (VTE)  Prophylaxis 
(When  Indicated  in  ALL  Patients). 

•  Perioperative  Care:  Discontinuation 
of  Prophylactic  Antibiotics  (Non- 
Cardiac). 

•  Cataracts:  Complications  within  30 
Days  Following  Cataract  Surgery 
Requiring  Additional  Surgical 
Procedures. 

•  Perioperative  Temperature 
Management. 

•  Thoracic  Surgery:  Pulmonary 
Function  Tests  Before  Major  Anatomic 
Lung  Resection  (Pneumonectomy, 
Lobectomy,  or  Formal  Segmentectomy). 

The  follovfing  3  measures  that  are 
classified  under  the  patient  safety 
domain  are  not  NQF-endorsed.  For 
these  measures,  we  are  exercising  our 


exception  authority  luider  section 
1848(k)(2)(C)(ii)  of  the  Act  to  propose 
these  measures  for  reporting  under 
PQRS  for  the  following  reasons: 

•  Falls:  Risk  Assessment.  We  are 
proposing  to  include  this  measure  under 
our  authority  under  section 
1848(k)(2)(C)(ii)  to  adopt  a  measure 
endorsed  by  the  AQA  alliance. 

•  Elder  Maltreatment  Screen  and 
Follow-Up  Plan.  We  are  proposing  to 
include  this  measure  under  om 
authority  under  section  1848(k)(2)(C)(ii) 
to  adopt  a  measure  endorsed  by  the 
AQA  alliance. 

•  Image  Confirmation  of  Successful 
Excision  of  Image-Localized  Breast 
Lesion. 

(2)  Patient  and  Family  Engagement. 
We  are  proposing  5  measures  available 
for  reporting  in  PQRS  under  the  patient 
and  family  engagement  domain 
beginning  in  2013  or  2014.  Of  these 
measures,  the  following  4  measures  are 
NQF-endorsed,  and  therefore  satisfy  the 
requirement  that  PQRS  provide 
consensus-based  measmes  for  reporting 
under  section  1848(k)(2)(C)(i)  of  the  Act. 

•  Oncology:  Medical  and  Radiation — 
Plan  of  Care  for  Pain. 

•  Oncology:  Medical  and  Radiation — 
Pain  Intensity  Quantified. 

•  Osteoarthritis  (OA):  Function  and 
Pain  Assessment. 

•  Urinary  Incontinence:  Plan  of  Care 
for  Urinary  Incontinence  in  Women 
Aged  65  Years  and  Older. 

The  following  measure  that  is 
classified  under  the  patient  and  family 
engagement  domain  is  not  NQF- 
endorsed:  Cataracts:  Patient  Satisfaction 
within  90  Days  Following  Cataract 
Surgery.  We  are  exercising  our 
exception  authority  under  section 
1848(k)(2)(C)(ii)  of  the  Act  to  propose 
this  measures  for  reporting  under  PQRS 
because  this  measure  fills  a  measure 
satisfaction  gap  in  the  proposed  PQRS 
measure  set. 

(3)  Care  Coordination.  We  are 
proposing  38  measures  available  for 
reporting  in  PQRS  under  the  care 
coordination  domain  beginning  in  2013 
or  2014.  Of  these  measures,  the 
following  26  measures  are  NQF- 
endorsed,  and  therefore  satisfy  the 
requirement  that  PQRS  provide 
consensus-based  measures  for  reporting 
under  section  1848(k)(2)(C)(i)  of  the  Act. 

•  Osteoporosis:  Communication  with 
the  Physician  Managing  On-going  Care 
Post-Fracture  of  Hip,  Spine  or  Distal 
Radius  for  Men  and  Women  Aged  50 
Years  and  Older. 

•  Advanced  Care  Plan. 

•  Adult  Kidney  Disease: 
Hemodialysis  Adequacy:  Solute. 

•  Adult  Kidney  Disease:  Peritoneal 
Dialysis  Adequacy:  Solute. 


•  Acute  O.titis  Externa  (AOE):  , : 
Systemic  Antimicrobial  Therapy- 
Avoidance  of. 

•  Melanoma:  Coordination  of  Care. 

•  Primary  Open-Angle  Glaucoma 
(POAG):  Reduction  of  Intraocular 
Pressure  (lOP)  by  15  percent  OR 
Documentation  of  a  Plan  of  Care. 

•  Nuclear  Medicine:  Correlation  with 
Existing  Imaging  Studies  for  All  Patients 
Undergoing  Bone  Scintigraphy. 

•  Endoscopy  &  Polyp  Surveillance: 
Colonoscopy  Interval  for  Patients  with  a 
History  of  Adenomatous  Polyps — 
Avoidance  of  Inappropriate  Use. 

•  Functional  Communication 
Measure — Spoken  Lemguage 
Comprehension. 

•  Functional  Communication 
Measure — Attention. 

•  Functional  Communication 
Measure — Memory. 

•  Functional  Communication 
Measure — Reading. 

•  Functional  Communication 
Measure — Spoken  Language  Expression. 

•  Functional  Communication 
Measure — Writing. 

•  Functional  Communication 
Measure — Swallowing. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients 
with  Knee  Impairments. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients  • 
with  Hip  Impairments. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients 
wiA  Lower  Leg,  Foot  or  Ankle 
Impairments. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients 
with  Lumbar  Spine  Impairments. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients 
wiA  Shoulder  Impairments. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients 
wiA  Elbow,  Wrist  or  Hand 
Impairments. 

•  Functional  Deficit:  Change  in  Risk- 
Adjusted  Functional  Status  for  Patients 
with  Neck,  Cranium,  Mandible, 

Thoracic  Spine,  Ribs,  or  Other  General 
Orthopedic  Impairments. 

•  Radiology:  Reminder  System  for 
Mammograms. 

•  Biopsy  Follow-Up. 

•  Endoscopy  and  Polyp  Surveillance: 
Appropriate  Follow-Up  Interval  for 
Normal  Colonoscopy  in  Average  Risk 
Patients. 

•  Participation  by  a  Physician  or 
Other  Clinician  in  a  Systematic  Clinical 
Database  Registry  that  Includes 
Consensus  Endorsed  Quality. 

Although  the  following  3  measures 
classified  under  the  care  coordination 
domain  are  not  NQF-endorsed,  we  are 
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exercising  our  exception  authority 
under  section  1848(k)(2)(C)(ii)  of  the  Act 
to  propose  these  measures  for  reporting 
in  PQRS  because  these  measures  have 
been  reviewed  by  the  AQA: 

•  Functional  Outcome  Assessment. 

•  Rheumatoid  Arthritis  (RA): 
Glucocorticoid  Management. 

•  Falls:  Plan  of  Care. 

The  following  8  measures  that  are 
classified  under  the  care  coordination  ‘ 
domain  are  also  not  NQF-endorsed.  We 
are  exercising  our  exception  authority 
under  section  1848(k)(2)(C){ii)  of  the  Act 
to  propose  this  measures  for  reporting 
under  PQRS  because  these  measures 
fills  gaps  in  assessing  care  coordination 
in  the  proposed  PQRS  measure  set. 

•  Referral  for  Otologic  Evaluation  for 
Patients  with  Congenital  or  Traumatic 
Deformity  of  the  Ear. 

•  Surveillance  after  Endovascular 
Abdominal  Aortic  Aneurysm  Repair 
(EVAR). 

•  Rate  of  Open  Elective  Repair  of 
Small  or  Moderate  Abdominal  Aortic 
Aneurysms  (AAA)  without  Major 
Complications  (Discharged  to  Home  by 
Post-Operative  Day  #7) 

•  Rate  of  Elective  Endovascular 
Aortic  Repair  (EVAR)  of  Small  or 
Moderate  Abdominal  Aortic  Aneurysms 
(AAA)  without  Major  Complications 
(Discharged  to  Home  by  Post-  Operative 
Day  #2). 

•  Rate  of  Carotid  Endarterectomy 
(CEA)  for  Asymptomatic  Patients, 
without  Major  Complications 
(Discharged  to  Home  Post-Operative 
Day  #2). 

•  Referral  for  Otologic  Evaluation  for 
Patients  with  Acute  or  Chronic 
Dizziness. 

•  CG-CAHPS  Clinician/Group 
Surv'ey. 

•  Coordination  of  Care  of  Patients 
with  Co-Morbid  Conditions — Timely 
Follow-Up  (Paired  Measure). 

(4)  Clinical  Process/Effectiveness.  We 
are  proposing  127  measures  available 
for  reporting  under  the  clinical  process/ 
effectiveness  domain  in  PQRS  beginning 
in  2013  or  2014.  Of  these  measures,  the 
following  97  measures  are  NQF- 
endorsed,  and  therefore  satisfy  the 
requirement  that  PQRS  provide 
consensus-based  measures  for  reporting 
under  section  1848(k)(2)(C)(i)  of  the  Act. 

•  Diabetes  Mellitus:  Hemoglobin  Ale 
Poor  Control  in  Diabetes  Mellitus. 

•  Diabetes  Mellitus:  Low  Density 
Lipoprotein  (LDL-C)  Control  in  Diabetes 
Mellitus. 

•  Diabetes  Mellitus:  High  Blood 
Pressure  Control  in  Diabetes  Mellitus. 

•  Heart  Failure:  Angiotensin- 
Converting  Eriiiyme  (ACE)  Inhibitor  or 
Angiotensin  Receptor  Blocker  (ARB) 
Therapy  for  Left  Ventricular  Systolic 
Dysfunction  (LVSD). 


•  Coronary  Artery  Disease  (CAD): 
Antiplatelet  Therapy. 

•  Coronary  Artery  Disease  (CAD): 
Beta-Blocker  Therapy  for  CAD  Patients 
with  Prior  Myocardial  Infarction  (MI). 

•  Heart  Failure:  Beta-Blocker  Therapy 
for  Left  Ventricular  Systolic  Dysfunction 
(LVSD). 

•  Anti-depressant  medication 
management:  (a)  Effective  Acute  Phase 
Treatment,  (b)  Effective  Continuation 
Phase  Treatment. 

•  Primary  Open  Angle  Glaucoma 
(POAG):  Optic  Nerve  Evaluation. 

•  Age-Related  Macular  Degeneration 
(AMD):  Dilated  Macular  Examination. 

•  Diabetic  Retinopathy: 
Documentation  of  Presence  or  Absence 
of  Macular  Edema  and  Level  of  Severity 
of  Retinopathy 

•  Diabetic  Retinopathy: 
Communication  with  the  Physician 
Managing  On-going  Diabetes  Care. 

•  Aspirin  at  Arrival  for  Acute 
Myocardial  Infarction  (AMI). 

•  Stroke  and  Stroke  Rehabilitation: 
Deep  Vein  Thrombosis  (DVT) 
Prophylaxis  for  Ischemic  Stroke  or 
Intracranial  Hemorrhage. 

•  Stroke  and  Stroke  Rehabilitation: 
Discharged  on  Antithrombotic  Therapy. 

•  Stroke  and  Stroke  Rehabilitation: 
Anticoagulant  Therapy  Prescribed  for 
Atrial  Fibrillation  (AF)  at  Discharge. 

•  Stroke  and  Stroke  Rehabilitation: 
Screening  for  Dysphagia. 

•  Stroke  and  Stroke  Rehabilitation: 
Rehabilitation  Services  Ordered. 

•  Screening  or  Therapy  for 
Osteoporosis  for  Women  Aged  65  Years 
and  Older. 

•  Osteoporosis:  Management 
Following  Fracture  of  Hip,  Spine  or 
Distal  Radius  for  Men  and  Women  Aged 
50  Years  and  Older. 

•  Osteoporosis:  Pharmacologic 
Therapy  for  Men  and  Women  Aged  50 
Years  and  Older. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Use  of  Internal  Mammary 
Artery  (IMA)  in  Patients  with  Isolated 
CABG:  Surgery. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Preoperative  Beta-Blocker  in 
Patients  with  Isolated  CABG  Surgery. 

•  Urinary  Incontinence:  Assessment 
of  Presence  or  Absence  of  Urinary 
Incontinence  in  Women  Aged  65  Years 
and  Older. 

•  Urinary  Incontinence:  , 

Characterization  of  Urinary 
Incontinence  in  Women  Aged  65  Years 
and  Older. 

•  Chronic  Obstructive  Pulmonary 
Disease  (COPD):  Spirometry  Evaluation. 

•  Chronic  Obstructive  Pulmonary 
Disease  (COPD):  Bfonchodilator 
Therapy. 

•  Asthma:  Pharmacologic  Therapy  for 
Persistent  Asthma. 


•  Emergency  Medicine:  12-Lead 
Electrocardiogram  (ECG)  Performed  for 
Non-  Traumatic  Chest  Pain. 

•  Emergency  Medicine:  12-Lead 
Electrocardiogram  (ECG)  Performed  for 
Syncope. 

•  Emergency  Medicine:  Community- 
Acquired  Pneumonia  (CAP):  Vital  Signs. 

•  Emergency  Medicine:  Community- 
Acquired  Pneumonia  (CAP):  Empiric 
Antibiotic. 

•  Asthma:  Assessment  of  Asthma 
Control. 

•  Hematology:  Myelodysplastic 
Syndrome  (MDS)  and  Acute  Leukemias: 
Baseline. 

•  Hematology:  Myelodysplastic 
Syndrome  (MDS):  Documentation  of 
Iron  Stores  in  Patients  Receiving 
Erythropoietin  Therapy. 

•  Hematology:  Multiple  Myeloma: 
Treatment  with  Bisphosphonates. 

•  Hematology:  Chronic  Lymphocytic 
Leukemia  (CLL):  Baseline  Flow 
CytometryBreast  Cancer:  Hormonal 
Therapy  for  Stage  IC-IIIC  Estrogen 
Receptor/Progesterone  Receptor  (ER/PR) 
Positive  Breast  Cancer. 

•  Colon  Cancer:  Chemotherapy  for 
Stage  III  Colon  Cancer  Patients. 

•  Hepatitis  C:  Testing  for  Chronic 
Hepatitis  C — Confirmation  of  Hepatitis 
C  Viremia. 

•  Hepatitis  C:  Ribonucleic  Acid 
(RNA)  Testing  Before  Initiating 
Treatment. 

•  Hepatitis  C:  HCV  Genotype  Testing 
Prior  to  Treatment. 

•  Hepatitis  C:  Antiviral  Treatment 
Prescribed. 

•  Hepatitis  C:  HCV  Ribonucleic  Acid 
(RNA)  Testing  at  Week  12  of  Treatment. 

•  Hepatitis  C:  Counseling  Regarding 
Risk  of  Alcohol  Consumption. 

•  Hepatitis  C:  Counseling  Regarding 
Use  of  Contraception  Prior  to  Antiviral 
Therapy. 

•  Acute  Otitis  Externa  (AOE):  Topical 
Therapy. 

•  Breast  Cancer  Resection  Pathology 
Reporting:  pT  Category  (Primary  Tumor) 
and  pN  Category  (Regional  Lymph 
Nodes)  with  Histologic  Grade. 

•  Colorectal  Cancer  Resection 
Pathology  Reporting:  pT  Category 
(Primary  Tumor)  and  pN  Category 
(Regional  Lymph  Nodes)  with 
Histologic  Grade. 

•  Prostate  Cancer:  Adjuvant 
Hormonal  Therapy  for  High-Risk 
Prostate  Cancer  Patients. 

•  Major  Depressive  Disorder  (MDD): 
Diagnostic  Evaluation. 

•  Major  Depressive  Disorder  (MDD): 
Suicide  Risk  Assessment. 

•  Rheumatoid  Arthritis  (RA):  Disease 
Modifying  Anti-Rheumatic  Drug 
(DMARD)  Therapy. 
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•  Preventive  Care  and  Screening: 
Pneumonia  Vaccination  for  Patients  65 
Years  and  Older. 

•  Preventive  Care  and  Screening: 
Screening  Mammography . 

•  Preventive  Care  and  Screening: 
Colorectal  Cancer  Screening. 

•  Coronary  Artery  Disease  (CAD): 
Angiotensin-Converting  Enzyme  (ACE) 
Inhibitor  or  Angiotensin  Receptor 
Blocker  (ARB)  Therapy  for  Patients  with 
CAD  and  Diabetes  and/or  Left 
Ventricular  Systolic  Dysfunction  (LVSD. 

•  Diabetes:  Urine  Screening. 

•  Diabetes  Mellitus:  Diabetic  Foot  and 
Ankle  Care,  Peripheral  Neuropathy  . 

•  Diabetes  Mellitus:  Diabetic  Foot  and 
Ankle  Care,  Ulcer  Prevention — 
Evaluation  of  Footwear. 

•  Melanoma:  Continuity  of  Care — 
Recall  System:. 

•  Age-Related  Macular  Degeneration 
(AMD):  Counseling  on  Antioxidant 
Supplement. 

•  Osteoarthritis  (OA):  Assessment  for 
Use  of  Anti-Inflammatory  or  Analgesic 
Over-the-Counter  (OTC)  Medications. 

•  HIV/AEDS:  CD4+  Cell  Count  or 
CD4+  Percentage. 

•  HIV/AIDS:  Pneumocystis  Jiroveci 
Pneumonia  (PCP)  Prophylaxis. 

•  HTV/AIDS:  Adolescent  and  Adult 
Patients  with  HIV/ AIDS  Who  Are 
Prescribed  Potent  Antiretroviral 
Therapy. 

•  HIV/ AIDS:  HIV  RNA  Control  After 
Six  Months  of  Potent  Antiretroviral 
Therapy. 

•  Diabetes  Mellitus:  Foot  Exam. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Prolonged  Intubation. 

•  Coronary  Airtery  Bypass  Graft 
(CABG):  Deep  Sternal  Wound  Infection 
Rate. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Stroke. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Postoperative  Renal  Failure. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Surgical  Re-Exploration. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Antiplatelet  Medications  at 
Discharge. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Beta-Blockers  Administered  at 
Discharge. 

•  Coronary  Artery  Bypass  Graft 
(CABG):  Anti-Lipid  Treatment  at 
Discharge. 

•  Hemodialysis  Vascular  Access 
Decision-Making  by  Surgeon  to 
Maximize  Placement  of  Autogenous 
Arterial  Venous  (AV)  Fistula. 

•  Stroke  and  Stroke  Rehabilitation: 
Thrombolytic  Therapy. 

•  Cataracts:  20/40  or  Better  Visual 
Acuity  within  90  Days  Following 
Cataract  Surgery. 

•  Oncology:  Cancbr  Stage 
Documented. 


•  Radiology:  Stenosis  Measurement 
in  Carotid  Imaging  Reports. 

•  Coronary  Artery  Disease  (CAD): 

Lipid  Control. 

•  Heart  Failure:  Left  Ventricular 
Ejection  Fraction  (LVEF)  Assessment. 

•  Ischemic  Vascular  Disease  (IVD): 
Blood  Pressure  Management  Control. 

•  Ischemic  Vascular  Disease  (IVD): 

Use  of  Aspirin  or  Another 
Antithrombotic. 

•  HIV/AIDS:  Sexually  Transmitted 
Disease  Screening  for  Chlamydia  and 
Gonorrhea. 

•  HIV/AIDS:  Screening  for  High  Risk 
Sexual  Behaviors. 

•  HIV/AIDS:  Screening  for  Injection 
Drug  Use. 

•  HIV/AIDS:  Sexually  Transmitted 
Disease  Screening  for  Syphilis. 

•  Heart  Failure  (HF):  Left  Ventricular 
Function  (LVF)  Testing. 

•  Thoracic  Surgery:  Recording  of 
Performance  Status  Prior  to  Lung  or 
Esophageal  Cancer  Resection. 

•  Hypertension  (HTN):  Controlling 
High  Blood  Pressure. 

•  Ischemic  Vascular  Disease  (IVD): 
Complete  Lipid  Panel  and  Low  Density 
Lipoprotein  (LDL-C)  Control. 

•  Cardiac  Rehabilitation  Patient 
Referral  from  an  Outpatient  Setting. 

•  Anticoagulation  for  Acute 
Pulmonary  Embolus  Patients. 

•  Ultrasound  Determination  of 
Pregnancy  Location  for  Pregnant 
Patients  withRh  Immunoglobulin 
(Rhogam)  for  Rh-Negative  Pregnant 
Women  at  Risk  of  Fetal  Blood  Exposure. 

•  Pediatric  Kidney  Disease:  ESRD 
Patients  Receiving  Dialysis:  Hemoglobin 
Level  <10g/dL. 

We  are  proposing  29  measures  for 
inclusion  in  the  PQRS  measure  set 
under  the  clinical  process  domain  in 
2013/2014  that  are  not  NQF-endorsed. 
Although  the  following  11  measures 
classifted  under  the  clinical  domain  are 
not  NQF-endorsed,  we  are  exercising 
our  exception  authority  under  section 
1848(k)(2)(C)(ii)  of  the  Act  to  propose 
these  measures  for  reporting  in  PQRS 
because  these  measures  have  been 
reviewed  by  the  AQA: 

•  Adult  Kidney:  Disease  Laboratory 
Testing  (Lipid  Profile). 

•  Adult  Kidney  Disease:  Blood 
Pressure  Management. 

•  Adult  Kidney  Disease:  Patients  On 
Erythropoiesis-Stimulating  Agent 
(ESA) — Hemoglobin  Level  >  12.0  g/dL. 

•  I^eumatoid  Arthritis  (RA): 
Tuberculosis  Screening. 

•  Rheumatoid  Arthritis  (RA):  Periodic 
Assessment  of  Disease  Activity. 

•  Rheumatoid  Arthritis  (RA): 
Functional  Status  Assessment. 

•  Rheumatoid  Arthritis  (RA): 
Assessment  and  Classification  of 
Disease  Prognosis. 


•  Chronic  Wound  Care:  Use  of 
Wound  Surface  Culture  Technique  in 
Patients  with  Chronic  Skin  Ulcers. 

•  Chronic  Wound  Care:  Use  of  Wet  to 
Dry  Dressings  in  Patients  with  Chronic 
Skin  Ulcers. 

•  Substance  Use  Disorders: 

Counseling  Regarding  Psychosocial  and 
Pharmacologic  Treatment  Options  for 
Alcohol  Dependence. 

•  Substance  Use  Disorders:  Screening 
for  Depression  Among  Patients  with 
Substance  Abuse  or  Dependence. 

The  following  18  measures  that  are 
classified  under  the  care  coordination 
domain  are  also  not  NQF-endorsed.  We 
are  exercising  our  exception  authority 
under  section  1848(k)(2)(C)(ii)  of  the  Act 
to  propose  this  measures  for  reporting 
under  PQRS  because  these  measures  fill 
gaps  in  measuring  clinical  process  in 
the  proposed  PQRS  measure  set. 

•  Asthma:  Tobacco  Use:  Screening — 
Ambulatory  Care  Setting. 

•  Asthma:  Tobacco  Use: 

Intervention — Ambulatory  Care  Setting. 

•  Coronary  Artery  Disease  (CAD): 
Symptom  Management. 

•  Hypertension:  Blood  Pressure 
Management. 

•  Barrett’s  Esophagus. 

•  Radical  Prostatectomy  Pathology 
Reporting. 

•  Immunohistochemical  (IHC) 
Evaluation  of  Human  Epidermal  Growth 
Factor  Receptor  2  Testing  (HER2)  for 
Breast  Cancer  Patients. 

•  Statin  Therapy  at  Discharge  after 
Lower  Extremity  Bypass  (LEB). 

•  Preoperative  Diagnosis  of  Breast 
Cancer. 

•  Sentinel  Lymph  Node  Biopsy  for 
Invasive  Breast  Cancer. 

•  Epilepsy:  Seizure  Type(s)  and 
Current  Seizure  Frequency (ies). 

•  Epilepsy:  Documentation  of 
Etiology  of  Epilepsy  or  Epilepsy 
Syndrome. 

•  Epilepsy:  Counseling  for  Women  of 
Childbearing  Potential  with  Epilepsy. 

•  Cataracts:  Improvement  in  Patient’s 
Visual  Function  within  90  Days 
Following  Cataract  Surgery. 

•  Stroke  and  Stroke  Rehabilitation: 
Tissue  Plasminogen  Activator  (t-PA) 
Considered  (Paired  Measure). 

•  Stroke  and  Stroke  Rehabilitation: 
Tissue  Plasminogen  Activator  (t-PA) 
Administered  Initiated  (Paired 
Measure). 

•  Adult  Major  Depressive  Disorder: 
Coordination  of  Care  of  Patients  with 
Co-Morbid  Conditions — Timely  FolloW- 
Up. 

•  Pediatric  End-Stage  Renal  Disease 
Measure  (AMA/ASPN):  Pediatric 
Kidney  Disease:  Adequacy'of  Volume 
Management. 

(5)  Population/Public  Health.  We  are 
proposing  9  measures  classified  under 
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the  population/public  health  available 
for  reporting  in  PQRS  beginning  in  2013 
or  2014.  Of  these  measures,  the 
following  7  measures  are  NQF- 
endorsed,  and  therefore,  satisfy  the 
requirement  that  PQRS  provide 
consensus-based  measures  for  reporting 
under  section  1848(k)(2)(C)(i)  of  the  Act. 

•  Preventive  Care  and  Screening: 
Influenza  Immunization. 

•  Preventive  Care  and  Screening: 

Body  Mass  Index  (BMI)  Screening  and 
Follow-Up. 

•  Pain  Assessment  and  Follow-Up. 

•  Preventive  Care  and  Screening: 
Screening  for  Clinical  Depression  and 
Follow-Up  Plan. 

•  Hepatitis  Cr  Hepatitis  A  Vaccination 
in  Patients  with  HCV. 

•  Hepatitis  C:  Hepatitis  B  Vaccination 
in  Patients  with  HCV. 

•  Preventive  Care  and  Screening: 
Tobacco  Use:  Screening  and  Cessation 
Intervention. 

Two  proposed  PQRS  measures  in  the 
population/public  health  domain  are 
not  NQF-endorsed.  Although  the 
measure  “Preventive  Care  and 
Screening:  Unhealthy  Alcohol  Use — 
Screening”  classified  under  the 
population/public  health  domain  is  not 
NQF-endorsed,  we  are  exercising  our 
exception  authority  under  section 
1848(k)(2)(C){ii)  of  the  Act  to  propose 
this  measure  for  reporting  in  PQRS 
because  the  measure  have  been 
reviewed  by  the  AQA.  The  measure 
“Preventive  Care  and  Screening: 
Screening  for  High  Blood  Pressure” 
classified  under  the  population/public 
health  domain  is  also  not  NQF- 


endorsed.  However,  we  are  exercising 
our  exception  authority  under  section 
1848(k)(2)(C)(ii)  of  the  Act  to  propose 
this  measure  for  reporting  under  PQRS 
because  the  measures  fill  gaps  in 
assessing  population/public  health 
safety  in  the  proposed  PQRS  measure 
set. 

(6)  Efficiency.  We  are  proposing  9 
measures  available  for  reporting  in 
PQRS  beginning  in  2013  or  2014.  Of 
these  measures,  all  measures  are  NQF- 
endorsed,  and  therefore  satisfy  the 
requirement  that  PQRS  provide 
coiisensus-based  measures  for  reporting 
under  section  1848(k)(2)(C)(i)  of  the  Act. 

•  Treatment  for  Children  with  Upper 
Respiratory  Infection  (URI):  Avoidance 
of  Inappropriate  Use. 

•  Appropriate  Testing  for  Children 
with  Pharyngitis. 

•  Prostate  Cancer:  Avoidance  of 
Overuse  of  Bone  Scan  for  Staging  Low- 
Risk  Prostate  Cancer  Patients. 

•  Antibiotic  Treatment  for  Adults 
with  Acute  Bronchitis:  Avoidance  of 
Inappropriate  Use. 

•  Radiology:  Inappropriate  Use  of 
“Probably  Benign”  Assessment  Category 
in  Mammography  Screening. 

•  Melanoma:  Overutilization  of 
Imaging  Studies  in  Melanoma. 

•  Cardiac  Stress  Imaging  Not  Meeting 
Appropriate  Use  Criteria:  Preoperative 
Evaluative  in  Low-Risk  Surgery 
Patients. 

•  Cardiac  Stress  Imaging  Not  Meeting 
Appropriate  Use  Criteria:  Routine 
Testing  After  Percutaneous  Coronary 
Intervention  (PCI). 


•  Cardiac  Stress  Imaging  Not  Meeting 
Appropriate  Use  Criteria:  Testing  in 
Asyptomatic,  Low-Risk  Patients. 

Please  note  that  the  titles  of  the 
measures  may  change  slightly  from  CMS 
program  and/or  CMS  program  year 
based  on  specifications  updates.  We 
intend  to  continue  to  work  toward 
complete  alignment  of  measure 
specifications  across  programs 
whenever  possible. 

(3)  Proposed  PQRS  quality  measures 
Available  for  Reporting  for  Group 
Practices  Using  the  GPRO  Web-Interface 

We  have  previously  discussed  our 
measure  proposals  for  group  practices 
using  the  GPRO  web-interface. 

However,  in  order  to  emphasize  the 
measures  we  are  proposing  for  group 
practices  using  the  GPRO  .web-interface, 
we  have  provided  a  summary  of  these 
proposed  measures  in  the  following 
Table  32.  As  indicated  in  Table  35,  we 
are  proposing  18  measures  for  reporting 
under  the  PQRS  using  the  GPRO  web- 
interface  for  2013  and  beyond  to  align 
with  the  quality  measures  available  for 
reporting  under  the  Medicare  Shared 
Savings  Program  (76  FR  67890).  Please 
note  that  the  Medicare  Shared  Savings 
Program  indicates  that  it  established  22 
measures.  There  is  a  discrepancy 
because  the  Medicare  Shared  Savings 
Program  lists  the  Diabetes  Composite 
measure  as  separate  measures,  whereas 
we  are  referring  to  the  Diabetes 
Composite  measure  as  one  measure  in 
Table  35. 

BILUNG  CODE  4120-01-P 
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TABLE  35:  Measures  Proposed  to  be  Included  in  the  Group  Practice  Reporting  Option 
_  (GPRO)  Web-Based  Interface  for  2013  and  Beyond^  _ 


-s.  !/3 

z  a. 

T 

GPRO 

Disease 

Module 

National 
Quality 
Strategj' 
Domain  ■ 

Measure  and  Title  Description 

Measure  Steward 

Other  Quality 
Reporting  Programs 

0059/ 

1 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes:  Hemoglobin  Ale  Poor  Control:  Percentage 
of  patients  1 8-75  years  of  age  with  diabetes  (type  1  or 
type  2)  who  had  hemoglobin  Ale  >  9.0% 

NCQA 

HITECH 

ACO 

0083/ 

8 

Heart 

Failure 

Clinical 

Process/ 

Effective¬ 

ness 

Heart  Failure  (HF):  Beta-Blocker  Therapy  for  Left 
Ventricular  Systolic  Dysfunction  (LVSD):  Percentage 
of  patients  aged  1 8  years  and  older  with  a  diagnosis  of 
heart  failure  (HF)  with  a  current  or  prior  left  ventricular 
ejection  fraction  (LVEF)  <  40%  who  were  prescribed 
beta-blocker  therapy  either  within  a  12  month  period 
when  seen  in  the  outpatient  setting  OR  at  each  hospital 
discharge 

AMA- 

PCPl/ 

ACCF/ 

AHA 

HITECH 

ACO 

0097/ 

46 

Care 

Coordina¬ 

tion/ 

Patient 

Safety 

Patient 

Safety 

Medication  Reconciliation:  Percentage  of  patients  aged 
65  years  and  older  discharged  from  any  inpatient  facility 
(e.g.  hospital,  skilled  nursing  facility,  or  rehabilitation 
facility)  and  seen  within  60  days  following  discharge  in 
the  office  by  the  physician  providing  on-going  care  who 
had  a  reconciliation  of  the  discharge  medications  with 
the  current  medication  list  in  the  medical  record 
documented 

AMA- 

PCPI/ 

NCQA 

HITECH 

ACO 

0041/ 

no 

Preventive 

Care 

Population/ 

Public 

Health 

Preventive  Care  and  Screening:  Influenza 
Immunization:  Percentage  of  patients  aged  6  months 
and  older  seen  for  a  visit  between  October  1  and  March 

3 1  who  received  an  influenza  immunization  OR  who 
reported  previous  receipt  of  an  influenza  immunization 

AMA- 

PCPl 

HITECH 

ACO 

0043/ 

111 

Preventive 

Care 

Clinical 

Process/ 

Effective¬ 

ness 

Pneumonia  Vaccination  Status  for  Older  Adults: 
Percentage  of  patients  65  years  of  age  and  older  who 
have  ever  received  a  pneumococcal  vaccine 

NCQA 

HITECH 

ACO 

Preventive 

Care 

Clinical 

Process/ 

Effective¬ 

ness 

Breast  Cancer  Screening:  Percentage  of  women  40-69 
years  of  age  who  had  a  mammogram  to  screen  for  breast 
cancer 

NCQA 

■ 

Preventive 

Care 

Clinical 

Process/ 

Effective¬ 

ness'* 

Colorectal  Cancer  Screening:  Percentage  of  adults  50- 
75  years  of  age  who  had  appropriate  screening  for 
colorectal  cancer 

NCQA 

HITECH 

ACO 

0066/ 

118 

Coronary 

Artery 

Disease 

o 

Clinical 

Process/ 

Effective¬ 

ness 

Coronary  Artery  Disease  (CAD):  Angiotensin¬ 
converting  Enzyme  (ACE)  Inhibitor  or  Angiotensin 
Receptor  Blocker  (ARB)  Therapy  —  Diabetes  or  Left 
Ventricular  Systolic  Dysfunction  (LVEF  <  40%): 
Percentage  of  patients  aged  1 8  years  and  older  with  a 
diagnosis  of  coronary  artery  disease  seen  within  a  12 
month  period  who  also  have  diabetes  OR  a  current  or 
prior  Left  Ventricular  Ejection  Fraction  (LVEF)  <  40% 
who  were  prescribed  ACE  inhibitor  or  ARB  therapy 

AMA- 

PCPI/ 

ACCF/ 

AHA 

1 

HITECH 

ACO 
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National 
GPRO  Quality 

Disease  Strategy 

Module  Domain 


Preventive  Population/ 
Care  Public 

Health 


0418/ 

134 

Preventive 

Care 

Population/ 

Public 

Health 

0074/ 

Coronary 

Clinical 

197 

Artery 

Process/ 

Disease 

Effective¬ 

ness 

Ischemic  Clinical 

Vascular  Process/ 

Disease  Effective- 


Preventive  Population/ 
Care  Public 

Health 


0018/ 

236 

Hyperten¬ 

sion 

Clinical 

Process/ 

Effective¬ 

ness 

0075/ 

Ischemic 

Clinical 

241 

Vascular 

Process/ 

Disease 

Effective¬ 

ness 

Measure  and  Title  Description 


Adult  Weight  Screening  and  Follow-Up:  Percentage 
of  patients  aged  1 8  years  and  older  with  a  calculated 
body  mass  index  (BMI)  in  the  past  six  months  or  during 
the  current  visit  documented  in  the  medical  record  AND 
if  the  most  recent  BMI  is  outside  of  normal  parameters, 
a  follow-up  plan  is  documented 
Normal  Parameters;  Age  65  years  and  older  BMI  >  23 
and  <  30 

Age  18-64  years  BMI  >  18.5  and  <  25 


Screening  for  Clinical  Depression:  Percentage  of 
patients  aged  1 2  years  and  older  screened  for  clinical 
depression  using  an  age  appropriate  standardized  tool 
and  follow  up  plan  documented 


Coronary  Artery  Disease  (CAD):  Lipid  Control: 
Percentage  of  patients  aged  18  years  and  older  with  a 
diagnosis  of  coronary  artery  disease  seen  within  a  12 
month  period  who  have  a  LDL-C  result  <100  mg/dL  OR 
patients  who  have  a  LDL-C  result  >100  mg/dL  and  have 
a  documented  plan  of  care  to  achieve  LDL-C 
<100mg/dL,  including  at  a  minimum  the  prescription  of 

a  statin _ _ 

Ischemic  Vascular  Disease  (IVD):  Use  of  Aspirin  or 
Another  Antithrombotic:  Percentage  of  patients  18 
years  of  age  and  older  who  were  discharged  alive  for 
acute  myocardial  infarction  (AMI),  coronary  artery 
bypass  graft  (CABG)  or  percutaneous  transluminal 
coronary  angioplasty  (PTCA)  from  January  1 -November 
1  of  the  year  prior  to  the  measurement  year,  or  who  had 
a  diagnosis  of  ischemic  vascular  disease  (IVD)  during 
the  measurement  year  and  the  year  prior  to  the 
measurement  year  and  who  had  documentation  of  use  of 
aspirin  or  another  antithrombotic  during  the 
measurement  year 


Preventive  Care  and  Screening:  Tobacco  Use: 
Screening  and  Cessation  Intervention:  Percentage  of 
patients  aged  18  years  and  older  who  were  screened  for 
tobacco  use  one  or  more  times  within  24  months  AND 
who  received  cessation  counseling  intervention  if 

identified  as  a  tobacco  user _ 

Controlling  High  Blood  Pressure:  Percentage  of 
patients  1 8-85  years  of  age  who  had  a  diagnosis  of 
hypertension  and  whose  blood  pressure  was  adequately 
controlled  during  the  measurement  year 


Ischemic  Vascular  Disease  (IVD):  Complete  Lipid 
Panel  and  LDL  Control:  Percentage  of  patients  1 8 
years  of  age  and  older  who  were  discharged  alive  for 
acute  myocardial  infarction  (AMI),  coronary  artery 
bypass  graft  (CABG)  or  percutanaoiis  transluminal 


NCQA 


HITECH 

ACO 

Million 

Hearts 


HITECH 

ACO 

Million 

Hearts 


HITECH 

ACO 

Million 

Hearts 

HITECH 

ACO 

Million 

Hearts 
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Ut 

O' O' 
Z.  a. 


GPRO 

Disease 

Module 


National 

Quality 

Strategy 

Domain 


Measure  and  Title  Description 


angioplasty  (PTC  A)  from  January  1 -November  1  of  the 
year  prior  to  the  measurement  year,  or  who  had  a 
diagnosis  of  ischemic  vascular  disease  (IVD)  during  the 
measurement  year  and  the  year  prior  to  the  measurement 
year  and  who  had  a  complete  lipid  profile  performed 
during  the  measurement  year  and  whose  LDL-C<100 
mg/dL _ _ 


N/A/ 

317 


Preventive 

Care 


Population/ 

Public 

Health 


Preventive  Care  and  Screening:  Screening  for  High 
Blood  Pressure:  Percentage  of  patients  aged  1 8  years 
and  older  who  are  screened  for  high  blood  pressure  . 


CMS/ 

QIP 


HITECH 

ACO 

Million 

Hearts 


oiai/ 

318 


Care 

Coordina¬ 

tion/ 

Patient 

Safety 


Patient 

Safety 


Falls:  Screening  for  Fall  Risk:  Percentage  of  patients 
aged  65  years  and  older  who  were  screened  for  future 
fall  risk  (patients  are  considered  at  risk  for  future  falls  if 
they  have  had  2  or  more  falls  in  the  past  year  or  any  fall 
with  injury  in  the  past  year)  at  least  once  within  12 
months 


AMA- 

PCPI/ 

NCQA 


HITECH 

ACO 


0729/ 

TBD 


Diabetes 

Mellitus 


Clinical 

Process/ 

Effective¬ 

ness 


Diabetes  Composite:  Optimal  Diabetes  Care:  Patients 
ages  18  through  75  with  a  diagnosis  of  diabetes,  who 
meet  all  the  numerator  targets  of  this  composite 
measure: 

Ale  <8.0% 

LDL<  100  mg/dL 
blood  pressure  <  140/90  mmHg 
tobacco  non-user 

(for  patients  with  a  diagnosis  of  ischemic 
vascular  disease)  daily  aspirin  use  unless 
contraindicated 


MNCM 


ACO 


¥  Titles  and  descriptions  in  this  table  are  aligned  with  the  proposed  2013  PQRS  Electronic  Health  Records  (EHR) 
measure  titles,  and  may  differ  from  existing  measures  in  other  programs.  Please  reference  the  National  Quality 
Forum  (NQF)  and  PQRS  numbers  for  clarification. 


We  note  that,  due  to  our  desire  to 
align  with  the  measures  available  for 
reporting  under  the  Medicare  Shared 


Savings  Program,  we  are  proposing  not  the  GPRO-web  interface  beginning  in 
to  retain  the  13  measures  specified  in  2013. 

Table  36  for  purposes  of  reporting  via 


Other  Quality 
Reporting  Programs 
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TABLE  36:  Measures  Included  in  the  2012  PQRS  Group  Practice  Reporting  Option 
Web-Based  Interface  that  are  Not  Proposed  for  Inclusion  in  the  Web-Based 
Interface*  Beginning  in  2013^ 


NQF/ 

PQRS 

GPRO 

Disease 

Module 

National 

Quality 

Strategy 

Domain 

Measure  Title  and  Description 

Measure  Steward 

Other  Quality 
Reporting  Programs 

0064/ 

2 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  Low  Densit>'  Lipoprotein  (LDL-C) 
Control  in  Diabetes  Mellitus:  Percentage  of  patients 
aged  18  through  75  years  with  diabetes  mellitus  who  had 
most  recent  LDL-C  level  in  control  (less  than  100  mg/dL) 

NCQA 

Million 

Hearts 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  High  Blood  Pressure  Control  in 
Diabetes  Mellitus:  Percentage  of  patients  aged  18 
through  75  years  with  diabetes  mellitus  who  had  most 
recent  blood  pressure  in  control  (less  than  140/90  mmHg) 

NCQA 

1 

Heart 

Failure 

Clinical 

Process/ 

Effective¬ 

ness 

Heart  Failure:  Angiotensin-Converting  Enzyme 
(ACE)  Inhibitor  or  Angiotensin  Receptor  Blocker 
(ARB)  Therapy  for  Left  Ventricular  Systolic 
Dysfunction  (LVSD):  Percentage  of  patients  aged  18 
years  and  older  with  a  diagnosis  of  heart  failure  and 

LVSD  (LVEF  <  40%)  who  were  prescribed  ACE 
inhibitor  or  ARB  therapy 

AMA- 

PCPI/ 

ACCF/ 

AHA 

0067/ 

6 

Coronary 

Artery 

Disease 

Clinical 

Process/ 

Effective¬ 

ness 

Coronary  Artery  Disease  (CAD):  Antiplatelet 

Therapy:  Percentage  of  patients  aged  1 8  years  and  older 
with  a  diagnosis  of  coronary  artery  disease  seen  within  a 

12  month  period  who  were  prescribed  aspirin  or 
clopidogrel 

AMA- 

PCPI/ 

ACCF/ 

AHA 

0102/ 

52 

Chronic 
Obstruc¬ 
tive  Pul¬ 
monary 
Disease 

Clinical 

Process/ 

Effective¬ 

ness 

Chronic  Obstructive  Pulmonary  Disease  (COPD): 
Bronchodilator  Therapy: 

Percentage  of  patients  aged  1 8  years  and  older  with  a 
diagnosis  of  COPD  and  who  have  an  FEVl/FVC  less 
than  70%  and  have  symptoms  who  were  prescribed  an 
inhaled  bronchodilator 

AMA- 

PCPI 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  Dilated  Eye  Exam  in  Diabetic 
Patient:  Percentage  of  patients  aged  18  through  75  years 
with  a  diagnosis  of  diabetes  mellitus  who  had  a  dilated 
eye  exam 

NCQA 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  Foot  Exam:  The  percentage  of 
patients  aged  1 8  through  75  years  with  diabetes  who  had 
a  foot  examination 

NCQA 

HITECH 

Heart 

Failure 

Clinical 

Process/ 

Effective¬ 

ness 

Heart  Failure:  Left  Ventricular  Ejection  Fraction 
(LVEF)  Assessment:  Percentage  of  patients  aged  18 
years  and  older  with  a  diagnosis  of  heart  failure  for  whom 
the  quantitative  or  qualitative  result  (of  a  recent  or  prior 
[any  time  in  the  past]  LVEF  assessment)  is  documented 
within  a  12  month  period 

AMA- 

PCPI/ 

ACCF/ 

AHA 

■ 

Heart 

Failure 

Clinical 

Process/ 

Effective¬ 

ness 

Heart  Failure:  Patient  Education:  Percentage  of 
patients  aged  18  years  and  older  with  a  diagnosis  of  heart 
failure  who  were  provided  with  patient  education  on 
disease  management  and  health  behavior  changes  during 
one  or  more  visit(s)  within  12  months 

CMS/ 

QIP 
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NQF/ 

PQRS 

GPRO 

Disease 

Module 

National 

Quality 

Strategy 

Domain 

Measure  Title  and  0;  rrj^tlzr. 

Measure  Steward 

Other  Quality 
Reporting  Programs 

,\ 

0079/ 

Heart 

Clinical 

Heart  Failure  (HF):  Left  Ventricular  Function  (LVF) 

CMS/ 

228 

Failure 

Process/ 

Effective¬ 

ness 

Testing:  Percentage  of  patients  18  years  and  older  with 
LVF  testing  performed  during  the  measurement  period 
for  patients  hospitalized  Jwith  a  principal  diagnosis  of  HF 

during  the  reporting  penod 

QIP 

0575/ 

313 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  Hemoglobin  Ale  Control  (<8%): 

The  percentage  of  patients  1 8  through  75  years  of  age 
with  a  diagnosis  of  diabetes  (type  1  or  type  2)  who  had 
HbAlc  <  8% 

NCQA 

HITECH 

0729/  ' 
314 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

Diabetes  Mellitus:  Daily  Aspirin  Use  for  Patients  with 
Diabetes  and  Ischemic  Vascular  Disease  Percentage  of 
patients  aged  18  to  75  years  of  age  with  diabetes  mellitus 
and  ischemic  vascular  disease  with  documented  daily 
aspirin  use  during  the  measurement  year  unless 
contraindicated 

MNCM 

0729/ 

315 

Diabetes 

Mellitus 

Clinical 

Process/ 

Effective¬ 

ness 

:t:s  Mellitus:  Tobacco  Non  Use  Percentage  of 
patients  with  a  diagnosis  of  diabetes  who  indicated  they 
were  tobacco  non-  users 

MNCM 

¥  Titles  and  descriptions  in  this  table  are  aligned  with  the  proposed  2013  PQRS  Electronic  Health  Records  (EHR) 
measure  titles,  and  may  differ  from  existing  measures  in  other  programs.  Please  reference  the  National  Quality 
Forum  (NQF)  and  PQRS  numbers  for  clarification 


BILLING  CODE  4120-01-C 

In  addition  to  the  measures  we  are 
proposing  in  Table  36,  we  are  also 
proposing  to  have  the  following 
measure  available  for  reporting 
occurring  in  2013  and  beyond:  CG— 
CAHPS  Clinician/Group  Survey:  Getting 
timely  care,  appointments  and 
information;  How  well  your  doctors 
commvmicate;  Patients  rating  of  doctor; 
Access  to  specialists;  Health  promotion 
cmd  education;  Shared  decision  making; 
Courteous  and  helpful  office  staff;  Care 
coordination;  Between  visit 
communication;  Educating  patients 
about  medication  adherences;  and 
Stewardship  of  patient  resources.  We 
note  that  this  survey  measure  requires  a 
different  form  of  data  collection  and 
analysis  than  the  other  proposed 
measures  in  the  PQRS.  Therefore,  for 
this  measure  only,  CMS  intends  to 
administer  the  survey  on  behalf  of  the 
group  practices  participating  in  the  2013 
PQRS  GPRO.  In  other  words,  CMS 
intends  to  collect  the  data  for  this 
measure  on  group  practices’  behalf  for 
CY  2013  reporting  periods. 


(4)  Proposed  PQRS  measures  groups 
Available  for  Reporting  for  2013  and 
Beyond 

We  propose  the  following  20 
measures  groups  for  reporting  in  the 
PQRS  beginning  with  reporting  periods 
occurring  in  2013;  Diabetes  Mellitus; 
Chronic  Kidney  Disease  (CKD); 
Preventive  Care;  Coronary  Artery 
Bypass  Graft  (CABG);  Rheumatoid 
Arthritis  (RA);  Perioperative  Care;  Back 
Pain;  Hepatitis  C;  Heart  Failure  (HF); 
Coronary  Artery  Disease  (CAD); 

Ischemic  Vascular  Disease  (IVD);  HIV/ 
AIDS;  Asthma;  Chronic  Obstructive 
Pulmonary  Disease  (COPD); 
Inflammatory  Bowel  Disease  (IBD); 

Sleep  Apnea;  Dementia;  Parkinson’s 
Disease;  Hypertension;  Cardiovascular 
Prevention;  and  Cataracts.  These  20 
proposed  measures  groups  were 
available  for  reporting  under  the  PQRS 
in  2012. 

Beginning  in  2013,  we  are  proposing 
the  oncology  measures  groups  for 
reporting  under  the  PQRS  that  provides 
measures  available  for  reporting  related 
to  breast  cancer  and  colon  cancer.  We 
believe  it  is  important  to  measure  cancer 
care. 


We  propose  the  following  4  measures 
groups  for  inclusion  in  the  PQRS 
beginning  with  reporting  periods 
occurring  in  2014:  Osteoporosis;  Total 
Knee  Replacement;  Radiation  Dose;  and 
Preventive  Cardiology.  These  measures 
groups  address  conditions  that  the 
measures  groups  established  in  2012  do 
not  address. 

In  2012,  the  PQRS  included  a 
community-acquired  pneumonia  (CAP) 
measures  group  eimong  others.  We  are 
not  proposing  to  include  this  measures 
group  again  in  the  PQRS  measure  set  for 
the  2013  PQRS  or  subsequent  years 
because  measures  contained  within  this 
measures  group  were  not  recommended 
for  retention  by  the  Measure 
Applications  Partnership.  We  are  also 
proposing,  as  identified  in  Table  47,  to 
change  the  composition  of  the  Coronary 
Artery  Disease  (CAD)  measures  group 
from  what  was  finalized  for  2012. 
Specifically,  we  are  proposing  to 
remove  PQRS  measure  #196:  Coronary 
Artery  Disease  (CAD):  Symptom  and 
Activity  Assessment  and  replace  this 
measure  with  PQRS  measure  #242: 
Coronary  Artery  Disease  (CAD): 
Symptom  Management  in  the  CAD 
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measures  group,  because  the  measure 
#196  was  not  recommended  for 
retention  by  the  measure  applications 


■  Descriptions  of  the  measures  we  are 
proposing  within  each  proposed 
measures  group  are  provided  in  Tables 


partnership.  On  the  hand,  measure  #242  37  through  62.  Please  note  that  some  of 


was  recommended  for  retention  by  the 
Measure  Applications  Partnership. 


the  proposed  measures  included  within 
a  proposed  PQRS  quality  measures 


group  may  also  be  available  for - 

reporting  as  an  individual  measure. 

BILLING  CODE  4120-01-P 


TABLE  37:  2013  and  Beyond  Proposed  Measures  -  Diabetes  Mellitus  Measures  Group’^ 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure  • 
Developer 

0059/ 

1 

Diabetes  Mellitus:  Hemoglobin  Ale  Poor  Control  in  Diabetes  Mellitus:  Percentage  of 
patients  aged  18  through  75  years  with  diabetes  mellitus  who  had  most  recent  hemoglobin 

Ale  greater  than  9.0  percent 

NCQA 

0064/ 

2 

Diabetes  Mellitus:  Low  Density  Lipoprotein  (LDL-C)  Control  in  Diabetes  Mellitus: 
Percentage  of  patients  aged  18  through  75  years  with  diabetes  mellitus  who  had  most  recent 
LDL-C  level  in  control  (less  than  100  mg/dL) 

NCQA 

Diabetes  Mellitus:  High  Blood  Pressure  Control  in  Diabetes  Mellitus:  Percentage  of 
patients  aged  18  through  75  years  with  diabetes  mellitus  who  had  most  recent  blood  pressure 
irf  control  (less  than  140/90  mmHg) 

NCQA 

IIBH 

Diabetes  Mellitus:  Dilated  Eye  Exam  in  Diabetic  Patient:  Percentage  of  patients  aged  18 
through  75  years  with  a  diagnosis  of  diabetes  mellitus  who  had  a  dialated  eye  exam 

NCQA 

0062/ 

119 

Diabetes  Mellitus:  Urine  Screening:  Percentage  of  patients  aged  18  through  75  years  with 
diabetes  (type  1  or  type  2)  who  had  a  nephropathy  screening  test  or  evidence  of  nephropathy 

NCQA 

Diabetes  Mellitus:  Foot  Exam:  The  percentage  of  patients  aged  1 8  through  75  years  with 
diabetes  who  had  a  foot  examination 

NCQA  . 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting. 


TABLE  38;  2013  and  Beyond  Proposed  Measures  -  Chronic  Kidney  Disease  (CKD) 

Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0041/ 

110 

Preventive  Care  and  Screening:  Influenza  Immunization:  Percentage  of  patients  aged 

6  months  and  older  who  received  an  influenza  immunization  during  the  flu  season 
(October  1  through  March  31) 

AMA- 

PCPI 

AQA 

adopted/ 

121 

Adult  Kidney  Disease:  Laboratory  Testing  (Lipid  Profile):  Percentage  of  patients  aged 
18  years  and  older  with  a  diagnosis  of  CKD  (stage  3, 4,  or  5,  not  receiving  Renal 
Replacement  Therapy  [RRT])  who  had  a  fasting  lipid  profile  performed  at  least  once 
within  a  12-month  period 

AMA- 

PCPI 

AQA 

adopted/ 

122 

Adult  Kidney  Disease:  Bipod  Pressure  Management:  Percentage  of  patient  visits  for 
those  patients  aged  18  years  and  older  with  a  diagnosis  of  CKD  (stage  3, 4,  or  5,  not 
receiving  Renal  Replacement  Therapy  [RRT])  and  documented  proteinuria  with  a  blood 
pressure  <  130/80  mmHg  OR  >  130/80  mmHg  with  a  documented  plan  of  care 

AMA- 

PCPl 

AQA 

adopted/ 

123 

Adult  Kidney  Disease:  Patients  On  Erythropoiesis-Stimulating  Agent  (ESA)  - 
Hemoglobin  Level  >  12.0  g/dL:  Percentage  of  calendar  months  within  a  12-month  period 
during  which  a  Hemoglobin  level  is  measured  for  patients  aged  1 8  years  and  older  with  a 
diagnosis  of  advanced  Chronic  Kidney  Disease  (CKD)  (stage  4  or  5,  not  receiving  Renal 
Replacement  Therapy  [RRT])  or  End  Stage  Renal  Disease  (ESRD)  (who  are  on 
hemodialysis  or  peritoneal  dialysis)  who  are  also  receiving  ESA  therapy  AND  have  a 
Hemoglobin  level  >  12.0  g/dL 

AMA- 

PCPl 

♦This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 


TABLE  39:  2013  and  Beyond  Pre-pcsed  Measures  -  Preventive  Care  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0046/ 

39 

Screening  or  Therapy  for  Osteoporosis  for  Women  Aged  65  Years  and  Older: 
Percentage  of  female  patients  aged  65  years  and  older  who  have  a  central  dual-energy  X- 
ray  absorptiometry  (DXA)  measurement  ordered  or  performed  at  least  once  since  age  60 
or  pharmacologic  therapy  prescribed  within  1 2  months 

AMA- 

PCPI/ 

NCQA 

0098/ 

48 

Urinary  Incontinence:  Assessment  of  Presence  or  Absence  of  Urinary  Incontinence 
in  Women  Aged  65  Years  and  Older:  Percentage  of  female  patients  aged  65  years  and 
older  who  were  assessed  for  the  presence  or  absence  of  urinary  incontinence  within  1 2 
months 

AMA- 

PCPI/ 

NCQA 

0041/ 

110 

Preventive  Care  and  Screening:  Influenza  Immunization:  Percentage  of  patients  aged 

6  months  and  older  who  received  an  influenza  immunization  during  the  flu  season 
(October  1  through  March  31) 

AMA- 

PCPI 

0043/ 

111 

Preventive  Care  and  Screening:  Pneumonia  Vaccination  for  Patients  65  Years  and 
Older:  Percentage  of  patients  aged  65  years  and  older  who  have  ever- received  a 
pneumococcal  vaccine 

NCQA 

Preventive  Care  and  Screening:  Screening  Mammography:  Percentage  of  women 
aged  40  through  69  years  who  had  a  mammogram  to  screen  for  breast  cancer 

NCQA 

lu^H 

Preventive  Care  and  Screening:  Colorectal  Cancer  Screening:  Percentage  of  patients 
aged  50  through  75  years  who  received  the  appropriate  colorectal  cancer  screening 

NCQA 

1 

Preventive  Care  and  Screening:  Body  Mass  Index  (BMI)  Screening  and  Follow-Up: 
Percentage  of  patients  aged  18  years  and  older  with  a  calculated  BMI  in  the  past  six 
months  or  during  the  current  visit  documented  in  the  medical  record  AND  if  the  most 
recent  BMI  is  outside  of  normal  parameters,  a  follow-up  plan  is  documented.  Normal 
Parameters:  Age  65  vears  and  older  BMI  >  23and  <  30;  Age  18-64  years  BMI  >  18.5 
and  <  25. 

CMS/ 

QIP 

AQA 
adopted/ 1 
73 

Preventive  Care  and  Screening:  Unhealthy  Alcohol  Use  -  Screening:  Percentage  of 
patients  aged  1 8  years  and  older  who  were  screened  for  unhealthy  alcohol  use  using  a 
systematic  screening  method  within  24  months 

AMA- 

PCPl 

0028/ 

226 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 
Percentage  of  patients  aged  1 8  years  and  older  who  were  screened  for  tobacco  use  one  or 
more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identified  as  a  tobacco  user 

AMA- 

PCPl 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 


TABLE  40:  2013  and  Beyond  Proposed  Measures  -  Coronary  Artery  Bypass  Graft 


(CABG)  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0134/ 

43 

Coronary  Artery  Bypass  Graft  (CABG):  Use  of  Internal  Mammary  Artery  (IMA)  in 
Patients  with  Isolated  CABG:  Surgery  Percentage  of  patients  aged  18  years  and  older 
undergoing  isolated  CABG  surgery  using  an  IMA  graft 

STS 

0236/ 

44 

Coronary  Artery  Bypass  Graft  (CABG):  Preoperative  Beta-Blocker  in  Patients  with 
Isolated  CABG  Surgery:  Percentage  of  patients  aged  18  years  and  older  undergoing 
isolated  CABG  surgery  who  received  a  beta-blocker  within  24  hours  prior  to  surgical 
incision  .  - 

CMS/ 

QIP 

0129/; 

164 

Coronary  Artery  Bypass  Graft  (CABG):  Prolonged  Intubation:  Percentage,  of  patients 
aged  1 8  years  and  older  undergoing  isolated  CABG  surgery  who  require  intubation  >  24 
hours 

STS 

Coronary  Artery  Bypass  Graft  (CABG):  Deep  Sternal  Wound  Infection  Rate: 

Percentage  of  patients  aged  18  years  and  older  undergoing  isolated  CABG  surgery  who,^ 
within  30  days  postoperatively,  develop  deep  sternal  wound  infection  (involving  muscle, 
bone,  and/or  mediastinum  requiring  operative  intervention) 

STS 

0131/ 

166 

Coronary  Artery  Bypass  Graft  (CABG):  Stroke:  Percentage  of  patients  aged  18  years 
and  older  undergoing  isolated  CABG  surgery  who  have  a  oostooerative  stroke  (i.e.,  any 

STS 
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NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

confirmed  neurological  deficit  of  abrupt  onset  caused  by  a  disturbance  in  blood  supply  to  the 
brain)  that  did  riot  resolve  within  24  hours 

0114/ 

167 

Coronary  Artery  Bypass  Graft  (CABG):  Postoperative  Renal  Failure:  Percentage  of 
patients  aged  1 8  years  and  older  undergoing  isolated  CABG  surgery  (without  pre-existing 
renal  failure)  who  develop  postoperative  renal  failure  or  require  dialysis 

STS 

0115/ 

168 

Coronary  Artery  Bypass  Graft  (CABG):  Surgical  Re-Exploration:  Percentage  of 
patients  aged  1 8  years  and  older  undergoing  isolated  CABG  surgery  who  require  a  return  to 
the  operating  room  (OR)  during  the  current  hospitalization  for  mediastinal  bleeding  with  or 
without  tamponade,  graft  occlusion,  valve  dysfunction,  or  other  cardiac  reason 

STS 

0116/ 

169 

Coronary  Artery  Bypass  Graft  (CABG):  Antiplatelet  Medications  at  Discharge: 
Percentage  of  patients  aged  1 8  years  and  older  undergoing  isolated  CABG  surgery  who 
were  discharged  on  antiplatelet  medication 

STS 

0117/ 

170 

Coronary  Artery  Bypass  Graft  (CABG):  Beta-Blockers  Administered  at  Discharge: 
Percentage  of  patients  aged  1 8  years  and  older  undergoing  isolated  CABG  surgery  who 
were  discharged  on  beta-blockers 

STS 

0118/ 

171 

Coronary  Artery  Bypass  Graft  (CABG):  Anti-Lipid  Treatment  at  Discharge: 

Percentage  of  patients  aged  1 8  years  and  older  undergoing  isolated  CABG  surgery  who 
were  discharged  on  a  statin  or  other  lipid-lowering  regimen 

STS 

*This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  41:  2013  and  Beyond  Proposed  Measures  -  Rheumatoid  Arthritis  (RA)  Measures 
_ _ Group* _  ' 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

Rheumatoid  Arthritis  (RA):  Disease  Modifying  Anti-Rheumatic  Drug  (DMARD) 
Therapy:  Percentage  of  patients  aged  1 8  years  and  older  who  were  diagnosed  with  RA 
and  were  prescribed,  dispensed,  or  administered  at  least  one  ambulatory  prescription  for  a 
DMARD 

NCQA 

AQA 

adopted/ 

176 

Rheumatoid  Arthritis  (RA):  Tuberculosis  Screening:  Percentage  of  patients  aged  18 
years  and  older  with  a  diagnosis  of  RA  who  have  documentation  of  a  tuberculosis  (TB) 
screening  performed  and  results  interpreted  within  6  months  prior  to  receiving  a  first 
course  of  therapy  using  a  biologic  disease-modifying  anti-  rheumatic  drug  (DMARD) 

AMA- 

PCPI/ 

NCQA 

AQA 

adopted/ 

177 

Rheumatoid  Arthritis  (RA):  Periodic  Assessment  of  Disease  Activity:  Percentage  of 
patients  aged  1 8  years  and  older  with  a  diagnosis  of  RA  who  have  an  assessment  and 
classification  of  disease  activity  within  12  months 

AMA- 

PCPI/ 

NCQA 

AQA 

adopted 

/178 

Rheumatoid  Arthritis  (RA):  Functional  Status  Assessment:  Percentage  of  patients 
aged  1 8  years  and  older  with  a  diagnosis  of  RA  for  whom  a  functional  status  assessment 
was  performed  at  least  once  within  12  months 

AMA- 

PCPI/ 

NCQA 

AQA 

adopted/ 

179 

Rheumatoid  Arthritis  (RA):  Assessment  and  Classification  of  Disease  Prognosis: 
Percentage  of  patients  aged  1 8  years  and  older  with  a  diagnosis  of  RA  who  have  an 
assessment  and  classification  of  disease  prognosis  at  least  once  within  12  months 

m 

AQA 

adopted/ 

180 

Rheumatoid  Arthritis  (RA):  Glucocorticoid  Management:  Percentage  of  patients  aged 
18  years  and  older  with  a  diagnosis  of  RA  who  have  been  assessed  for  glucocorticoid  use 
and,  for  those  on  prolonged  doses  of  prednisone  >  10  mg  daily  (or  equivalent)  with 
improvement  or  no  change  in  disease  activity,  documentation  of  glucocorticoid 
management  plan  within  12  months 

AMA- 

PCPI/ 

NCQA 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 
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TABLE  42;  2013  and  Beyond  Proposed  Measures  -  Perioperative  Care  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

-  Measure 
Developer 

Perioperative  Care:  Timing  of  Antibiotic  Prophylaxis  -  Ordering  Physician:  Percentage 
of  surgical  patients  aged  1 8  years  and  older  undergoing  procedures  with  the  indications  for 
prophylactic  parenteral  antibiotics,  who  have  an  order  for  prophylactic  parenteral  antibiotic 
to  be  given  within  one  hour  (if  fluoroquinolone  or  vancomycin,  two  hours),  prior  to  the 
surgical  incision  (or  start  of  procedure  when  no  incision  is  required) 

AMA- 

PCPl/ 

NCQA 

0268/ 

21 

Perioperative  Care:  Selection  of  Prophylactic  Antibiotic  -  First  OR  Second  Generation 
Cephalosporin:  Percentage  of  surgical  patients  aged  18  years  and  older  undergoing 
procedures  with  the  indications  for  a  first  OR  second  generation  cephalosporin  prophylactic 
antibiotic,  who  had  an  order  for  cefazolin  OR  cefuroxime  for  antimicrobial  prophylaxis 

AMA- 

PCPI/ 

NCQA 

■ 

Perioperative  Care:  Discontinuation  of  Prophylactic  Antibiotics  (Non-Cardiac 
Procedures):  Percentage  of  non-cardiac  surgical  patients  aged  1 8  y^ears  and  older 
undergoing  procedures  with  the  indications  for  prophylactic  parenteral  antibiotics  AND  who 
received  a  prophylactic  parenteral  antibiotic,  who  have  an  order  for  discontinuation  of 
prophylactic  parenteral  antibiotics  within  24  hours  of  surgical  end  time 

AMA- 

PCPI/ 

NCQA 

0239/ 

23 

Perioperative  Care:  Venous  Thromboembolism  (VTE)  Prophylaxis  (When  Indicated  in 
ALL  Patients):  Percentage  of  patients  aged  1 8  years  and  older  undergoing  procedures  for 
which  VTE  prophylaxis  is  indicated  in  all  patients,  who  had  an  order  for  Low  Molecular 
Weight  Heparin  (LMWH),  Low-Dose  Unfractionated  Heparin  (LDUH),  adjusted-dose 
warfarin,  fondaparinux  or  mechanical  prophylaxis  to  be  given  within  24  hours  prior  to 
incision  time  or  within  24  hours  after  surgery  end  time 

AMA- 

PCPI/ 

NCQA 

*This  measures  group  is  rejwrtable  through  both  claims  and  registry-based  reporting 


TABLE  43;  2013  and  Beyond  Proposed  Measures  -  Back  Pain  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

Back  Pain:  Initial  Visit:  The  percentage  of  patients  aged  18  through  79  years  with  a 
diagnosis  of  back  pain  or  undergoing  back  surgery  who  had  back  pain  and  function  assessed 
during  the  initial  visit  to  the  clinician  for  the  episode  of  back  pain 

NCQA 

Back  Pain:  Physical  Exam:  Percentage  of  patients  aged  18  through  79  years  with  a 
diagnosis  of  back  pain  or  undergoing  back  surgery  who  received  a  physical  examination  at 
the  initial  visit  to  the  clinician  for  the  episode  of  back  pain 

NCQA 

Back  Pain:  Advice  for  Normal  Activities:  The  percentage  of  patients  aged  1 8  through  79 
years  with  a  diagnosis  of  back  pain  or  undergoing  back  surgery  who  received  advice  for 
normal  activities  at  the  initial  visit  to  the  clinician  for  the  episode  of  back  pain 

NCQA 

Back  Pain:  Advice  Against  Bed  Rest:  The  percentage  of  patients  aged  18  through  79  years 
with  a  diagnosis  of  back  pain  or  undergoing  back  surgery  who  received  advice  against  bed 
rest  lasting  four  days  or  longer  at  the  initial  visit  to  the  clinician  for  the  episode  of  back  pain 

NCQA 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 


I 
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TABLE  44;  2013  and  Beyond  Proposed  Measures  -  Hepatitis  C  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0395/ 

84 

Hepatitis  C:  Ribonucleic  Acid  (RNA)  Testing  Before  Initiating  Treatment:  Percentage 
of  patients  aged  1 8  years  and  older  with  a  diagnosis  of  chronic  hepatitis  C  who  are  receiving 
antiviral  treatment  for  whom  quantitative  HCV  RNA  testing  was  performed  within  6  months 
prior  to  initiation  of  antiviral  treatment 

AMA- 

PCPl 

0396/ 

85 

Hepatitis  C:  HCV  Genotype  Testing  Prior  to  Treatment:  Percentage  of  patients  aged  18 
years  and  older- with  a  diagnosis  of  chronic  hepatitis  C  who  are  receiving  antiviral  treatment 
for  whom  HCV  genotype  testing  was  performed  prior  to  initiation  of  antiviral  treatment 

AMA- 

PCPI 

0397/ 

86 

Hepatitis  C:  Antiviral  Treatment  Prescribed:  Percentage  of  patients  aged  18  years  and 
older  with  a  diagnosis  of  chronic  hepatitis  C  who  were  prescribed  at  a  minimum 
peginterferon  and  ribavirin  therapy  within  the  12-month  reporting  period 

AMA- 

PCPI 

0398/ 

87 

Hepatitis  C:  HCV  Ribonucleic  Acid  (RNA)  Testing  at  Week  12  of  Treatment: 

Percentage  of  patients  aged  1 8  years  and  older  with  a  diagnosis  of  chronic  hepatitis  C  who 
are  receiving  antiviral  treatment  for  whom  quantitative  HCV  RNA  testing  was  performed  at 
no  greater  than  12  weeks  from  the  initiation  t)f  antiviral  treatment 

AMA- 

PCPI 

4 

■ 

Hepatitis  C:  Counseling  Regarding  Risk  of  Alcohol  Consumption:  Percentage  of 
patients  aged  18  years  and  older  with  a  diagnosis  of  hepatitis  C  who  were  counseled  about 
the  risks  of  alcohol  use  at  least  once  within  12-months 

AMA- 

PCPI 

Hepatitis  C:  Counseling  Regarding  Use  of  Contraception  Prior  to  Antiviral  Therapy: 
Percentage  of  female  patients  aged  18  through  44  years  and  all  men  aged  18  years  and  older 
with  a  diagnosis  of  chronic  hepatitis  C  who  are  receiving  antiviral  treatment  who  were 
counseled  regarding  contraception  prior  to  the  initiation  of  treatment 

AMA- 

PCPI 

0399/ 

183 

Hepatitis  C:  Hepatitis  A  Vaccination  in  Patients  with  HCV:  Percentage  of  patients  aged 

18  years  and  older  with  a  diagnosis  of  hepatitis  C  who  received  at  least  one  injection  of 
hepatitis  A  vaccine,  or  who  have  documented  immunity  to  hepatitis  A 

AMA- 

PCPI 

0400/ 

184 

Hepatitis  C:  Hepatitis  B  Vaccination  in  Patients  with  HCV:  Percentage  of  patients  aged 

18  years  and  older  with  a  diagnosis  of  hepatitis  C  who  received  at  least  one  injection  of 
hepatitis  B  vaccine,  or  who  have  documented  immunity  to  hepatitis  B 

AMA- 

PCPI 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 


TABLE  45:  2013  and  Beyond  Proposed  Measures  -  Heart  Failure  (HF)  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

i‘T‘T!W 

Heart  Failure:  Angiotensin-Converting  Enzyme  (ACE)  Inhibitor  or  Angiotensin 

AMA- 

Receptor  Blocker  (ARB)  Therapy  for  Left  Ventricular  Systolic  Dysfunction  (LVSD): 

PCPI/ 

Percentage  of  patients  aged  18  years  and  older  with  a  diagnosis  of  heart  failure  and  LVSD 

ACCF/ 

■■ 

(LVEF  <  40%)  who  were  prescribed  ACE  inhibitor  or  ARB  therapy 

AHA 

Heart  Failure:  Beta-Blocker  Therapy  for  Left  Ventricular  Systolic  Dysfunction 

HfH 

(LVSD):  Percentage  of  patients  aged  18  years  and  older  with  a  diagnosis  of  heart  failure 

who  also  have  LVSD  (LVEF  <  40%)  and  who  were  prescribed  beta-blocker  therapy 

■■ 

Heart  Failure:  Left  Ventricular  Ejection  Fraction  (LVEF)  Assessment:  Percentage  of 

198 

patients  aged  18  years  and  older  with  a  diagnosis  of  heart  failure  for  whom  the  quantitative 

or  qualitative  result  (of  a  recent  or  prior  [any  time  in  the  past]  LVEF  assessment)  is 

documented  within  a  1 2  month  period 

Bi&BH 

im 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 

AMA- 

226 

Percentage  of  patients  aged  18  years  and  older  who  were  screened  for  tobacco  use  one  or 
more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identified  as  a  tobacco  user 

PCPI 

♦This  measures  group  is  reportable  through  registry-based  reporting  only 
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TABLE  46:  2013  and  Beyond  Proposed  Measures  -  Coronary  Artery  Disease  (CAD) 
Measures  Group* _ 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0067/ 

Coronary  Artery  Disease  (CAD):  Antiplatelet  Therapy:  Percentage  of  patients  aged  18 

AMA- 

6 

years  and  older  with  a  diagnosis  of  coronary  artery  disease  seen  within  a  12  month  period 

PCPI/ 

who  were  prescribed  aspirin  or  clopidogrel 

ACCF/ 

AHA 

0074/ 

Coronary  Artery  Disease  (CAD):  Lipid  Control:  Percentage  of  patients  aged  1 8  years  and 

AMA- 

197 

older  with  a  diagnosis  of  coronary  artery  disease  seen  within  a  12  month  period  who  have  a 

PCPI/ 

LDL-C  result  <  100  mg/dL  OR  patients  who  have  a  LDL-C  result  >  100  mg/dL  and  have  a 

ACCF/ 

documented  plan  of  care  to  achieve  LDL-C  <100  mg/dL,  including  at  a  minimum  the 
prescription  of  a  statin 

AHA 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 

AMA- 

226 

Percentage  of  patients  aged  1 8  years  and  older  who  were  screened  for  tobacco  use  one  or 

PCPI 

more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identified  as  a  tobacco  user 

N/A/ 

Coronary  Artery  Disease  (CAD):  Symptom  Management:  Percentage  of  patients  aged  1 8 

AMA- 

242 

years  and  older  with  a  diagnosis  of  coronary  artery  disease  seen  within  a  12-month  period 

PCPI/ 

and  with  results  of  an  evaluation  of  level  of  activity  AND  an  assessment  for  the  presence  or 

ACCF/ 

absence  of  anginal  symptoms,  with  a  plan  of  care  to  managd  anginal  symptoms,  if  present 

AHA 

*This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  47:  2013  and  Beyond  Proposed  Measures  -  Ischemic  Vascular  Disease  (IVD) 
Measures  Group* _ ^ _ _ 


m 

Measure  Title  and  Description 

1^9 

0073/ 

201 

Ischemic  Vascular  Disease  (IVD):  Blood  Pressure  Management  Control:  Percentage  of 
patients  aged  18  years  and  older  with  ischemic  vascular  disease  (IVD)  who  had  most  recent 
blood  pressure  in  control  (less  than  140/90  mmHg) 

NCQA 

0068/ 

204 

Ischemic  Vascular  Disease  (IVD):  Use  of  Aspirin  or  Another  Antithrombotic: 

Percentage  of  patients  aged  18  years  and  older  with  ischemic  vascular  disease  (IVD)  with 
documented  use  of  aspirin  or  other  antithrombotic 

NCQA 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 
Percentage  of  patients  aged  1 8  years  and  older  who  were  screened  for  tobacco  use  one  or 
more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identified  as  a  tobacco  user 

AMA- 

PCPI 

0075/ 

241 

Ischemic  Vascular  Disease  (IVD):  Complete  Lipid  Panel  and  Low  Density  Lipoprotein 
(LDL-C)  Control:  Percentage  of  patients  aged  18  years  and  older  with  Ischemic  Vascular 
Disease  (IVD)  who  received  at  least  one  lipid  profile  within  12  months  and  whose  most 
recent  LDL-C  level  was  in  control  (less  than  100  mg/dL) 

NCQA 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 
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TABLE  48:  2013  and  Beyond  Proposed  Measures  -  HIV/AIDS  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0404/ 

159 

HIV/AIDS:  CD4+  Cell  Count  or  CD4+  Percentage:  Percentage  of  patients  aged  6  months 
and  older  with  a  diagnosis  of  HIV/AIDS  for  whom  a  CD4+  cell  count  or  CD4+  cell 
percentage  was  performed  at  least  once  every  6  months 

AMA- 

PCPl/ 

NCOA 

0405/ 

160 

HIV/AIDS:  Pneumocystis  Jiroveci  Pneumonia  (PCP)  Prophylaxis:  Percentage  of 
patients  aged  6  years  and  older  with  a  diagnosis  of  HIV/AIDS  and  CD4+  cell  count  <  200 
cells/mm3  who  were  prescribed  PCP  prophylaxis  within  3  months  of  low  CD4+  cell  count 

AMA- 

PCPI/ 

NCOA 

0406/ 

161 

HIV/AIDS:  Adolescent  and  Adult  Patients  with  HIV/AIDS  Who  Are  Prescribed  Potent 
Antiretroviral  Therapy:  Percentage  of  patients  with  a  diagnosis  of  HIV/AIDS  aged  13 
years  and  older:  who  have  a  history  of  a  nadir  CD4+  cell  count  below  350/mm3  or  who  have 
a  history  of  an  AIDS-  defining  condition,  regardless  of  CD4+  cell  count;  or  who  are 
pregnant,  regardless  of  CD4+  cell  count  or  age,  who  were  prescribed  potent  antiretroviral 
therapy 

AMA- 

PCPI/ 

NCQA 

1 

HIV/AIDS:  HIV  RNA  Control  After  Six  Months  of  Potent  Antiretroviral  Therapy: 
Percentage  of  patients  aged  13  years  and  older  with  a  diagnosis  of  HIV/AIDS  who  are 
receiving  potent  antiretroviral  therapy,  who  have  a  viral  load  below  limits  of  quantification 
after  at  least  6  months  of  potent  antiretroviral  therapy  or  patients  whose  viral  load  is  not 
below  limits  of  quantification  after  at  least  6  months  of  potent  antiretroviral  therapy  and 
have  documentation  of  a  plan  of  care 

AMA- 

PCPI/ 

NCQA 

0409/ 

205 

HlV/AlDS:  Sexually  Transmitted  Disease  Screening  for  Chlamydia  and  Gonorrhea: 
Percentage  of  patients  aged  13  years  and  older  with  a  diagnosis  of  HIV/AIDS  for  whom 
chlamydia  and  gonorrhea  screenings  were  performed  at  least  once  since  the  diagnosis  of 

HIV  infection 

AMA- 

PCPI/ 

NCQA 

0413/ 

206 

HIV/AIDS:  Screening  for  High  Risk  Sexual  Behaviors:  Percentage  of  patients  aged  13 
years  and  older  with  a  diagnosis  of  HIV/AIDS  who  were  screened  for  high  risk  sexual 
behaviors  at  least  once  within  12  months 

AMA- 

PCPl/ 

NCQA 

0415/ 

207 

HIV/AIDS:  Screening  for  Injection  Drug  Use:  Percentage  of  patients  aged  13  years  and 
older  with  a  diagnosis  of  HIV/AIDS  who  were  screened  for  injection  drug  use  at  least  once 
within  12  months 

AMA- 

PCPI/ 

NCQA 

0410/ 

208 

HIV/AIDS:  Sexually  Transmitted  Disease  Screening  for  Syphilis:  Percentage  of  patients 
aged  13  years  and  older  with  a  diagnosis  of  HIV/AIDS  who  were  screened  for  syphilis  at 
least  once  within  12  months 

AMA- 

PCPl/ 

NCQA 

*This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  49;  2013  and  Beyond  Proposed  Measures  -  Asthma  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0047/ 

53 

Asthma:  Pharmacologic  Therapy  for  Persistent  Asthma:  Percentage  of  patients  aged  5 
through  50  years  with  a  diagnosis  of  mild,  moderate,  or  severe  persistent  asthma  who  were 
prescribed  either  the  preferred  long-term  control  medication  (inhaled  corticosteroid)  or  an 
acceptable  alternative  treatment 

AMA- 

PCPI/ 

NCQA 

0001/ 

64 

Asthma:  Assessment  of  Asthma  Control:  Percentage  of  patients  aged  5  through  50  years 
with  a  diagnosis  of  asthma  who  were  evaluated  during  at  least  one  office  visit  within  12 
months' for  the  frequency  (numeric)  of  daytime  and  nocturnal  asthma  symptoms 

AMA- 

PCPI/ 

NCQA 

N/A/ 

231 

Asthma:  Tobacco  Use:  Screening  -  Ambulatory  Care  Setting:  Percentage  of  patients  (or 
their  primary  caregiver)  aged  5  through  50  years  with  a  diagnosis  of  asthma  who  were 
queried  about  tobacco  use  and  exposure  to  second  hand  smoke  within  their  home 
environment  at  least  once  during  the  one-year  measurement  period 

AMA- 

PCPI/ 

NCQA 

N/A/ 

232 

Asthma:  Tobacco  Use:  Intervention  -  Ambulatory  Care  Setting:  Percentage  of  patients 
(or  their  primary  caregiver)  aged  5  through  50  years  with  a  diagnosis  of  asthma  who  were 
identified  as  tobacco  users  (patients  who  currently  use  tobacco  AND  patients  who  do  not 
currently  use  tobacco,‘but  are  exposed  to  second  hand  smoke  in  their  home  environment) 
who  received  tobacco  cessation  intervention  at  least  once  during  the  one-year  measurement 
period 

AMA- 

PCPl/ 

NCQA 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 
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TABLE  50:  2013  and  Beyond  Proposed  Measures  -  Chronic  Obstructive  Pulmonary 
Disease  (COPD)  Measures  Group* _ 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0091/ 

51 

Chronic  Obstructive  Pulmonary  Disease  (COPD):  Spirometry  Evaluation:  Percentage 
of  patients  aged  1 8  years  and  older  with  a  diagnosis  of  COPD  who  had  spirometry 
evaluation  results  documented 

AMA- 

PCPI 

0102/ 

52 

Chronic  Obstructive  Pulmonary  Disease  (COPD):  Bronchodilator  Therapy:  Percentage 
of  patients  aged  18  years  and  older  with  a  diagnosis  of  COPD  and  who  have  an  FEVl/FVC 
less  than  70  percent  and  have  symptoms  who  were  prescribed  an  inhaled  bronchodilator 

AMA- 

PCPl 

0041/ 

110 

Preventive  Care  and  Screening:  Influenza  Immunization:  Percentage  of  patients  aged  6 
months  and  older  who  received  an  influenza  immunization  during  the  flu  season  (October  1 
through  March  31) 

AMA- 

PCPl 

0043/ 

111 

Preventive  Care  and  Screening:  Pneumonia  Vaccination  for  Patients  65  Years  and 
Older:  Percentage  of  patients  aged  65  years  and  older  who  have  ever  received  a 
pneumococcal  vaccine 

NCQA 

0028/ 

226 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 
Percentage  of  patients  aged  1 8  years  and  older  who  were  screened  for  tobacco  use  one  or 
more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identified  as  a  tobacco  user 

AMA- 

PCPl 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 


TABLE  51:  2013  and  Beyond  Proposed  Measures  -  Inflammatory  Bowel  Disease  (IBD) 
Measures  Group* _ ^ 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

■ 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 
Percentage  of  patients  aged  1 8  years  and.  older  who  were  screened  for  tobacco  use  one  or 
more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identifled  as  a  tobacco  user 

AMA- 

PCP! 

N/A/ 

269 

Inflammatory  Bowel  Disease  (IBD):  Type,  Anatomic  Location  and  Activity  AH 
Documented:  Percentage  of  patients  aged  18  years  and  older  with  a  diagnosis  of 
inflammatory  bowel  disease  who  have  documented  the  disease  type,  anatomic  location  and 
activity,  at  least  once  during  the  reporting  period 

AGA 

N/A/ 

270 

Inflammatory  Bowel  Disease  (IBD):  Preventive  Care:  Corticosteroid  Sparing  Therapy: 
Percentage  of  patients  aged  18  years  and  older  with  a  diagnosis  of  inflammatory  bowel 
disease  who  have  been  managed  by  corticosteroids  greater  than  or  equal  to  lOmg/day  for  60 
or  greater  consecutive  days  that  have  been  prescribed  corticosteroid  sparing  therapy  in  the 
last  reporting  year 

AGA 

N/A/ 

271 

Inflammatory  Bowel  Disease  (IBD):  Preventive  Care:  Corticosteroid  Related 

Iatrogenic  Injury  ~  Bone  Loss  Assessment:  Percentage  of  patients  aged  18  years  and  older 
with  a  diagnosis  of  inflammatory  bowel  disease  who  have  received  dose  of  corticosteroids 
greater  than  or  equal  to  10  mg/day  for  60  or  greater  consecutive  days  and  were  assessed  for 
risk  of  bone  loss  once  per  the  reporting  year 

AGA 

N/A/ 

272 

Inflammatory  Bowel  Disease  (IBD):  Preventive  Care:  Influenza  Immunization: 
Percentage  of  patients  aged  1 8  years  and  older  with  a  diagnosis  of  inflammatory  bowel 
disease  for  whom  influenza  immunization  was  recommended,  administered  or  previously 
received  during  the  reporting  year 

AGA 

N/A/ 

273 

Inflammatory  Bowel  Disease  (IBD):  Preventive  Care:  Pneumococcal  Immunization: 
Percentage  of  patients  aged  18  years  and  older  with  a  diagnosis  of  inflammatory  bowel 
disease  that  had  pneumococcal  vaccination  administered  or  previously  received 

AGA 

N/A/ 

274 

Inflammatory  Bowel  Disease  (IBD):  Testing  for  Latent  Tuberculosis  (TB)  Before 
Initiating  Anti-TNF  (Tumor  Necrosis  Factor)  Therapy:  Percentage  of  patients  aged  18 
years  and  older  with  a  diagnosis  of  inflammatory  bowel  disease  for  whom  a  tuberculosis 
(TB)  screening  was  performed  and  results  interpreted  within  6  months  prior  to  receiving  a 
first  course  of  anti-TNF  (tumor  necrosis  factor)  therapy  . 

AGA 

Federal  j^egister/^Vol  7,7^  No,;  146/,)^epd^yK  July  3&,  2jp;i2/P?j9posed  -^Q 


NQF/ 

PQRS 

‘  Measure  Title  and  Description  ■  ”  ’  • 

..Measure  ’ 
Developer 

N/A/ 

275 

.  Inflammatory  Bowel  Disease  (IBD):  Assessment  of  Hepatitis  B  Virus  (HBV)  Status 
Before  Initiating  Anti-TNF  (Tumor  Necrosis  Factor)  Therapy:  Percentage  of  patients 
aged  1 8  years  and  older  with  a  diagnosis  of  inflammatory  bowel  disease  who  had  Hepatitis 

B  Virus  (HBV)  status  assessed  and  results  interpreted  within  one  year  prior  to  receiving  a 
first  course  of  anti-TNF  (tumor  necrosis  factor)  therapy 

AGA 

♦This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  52:  2013  and  Beyond  Proposed  Measures  -  Sleep  Apnea  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

N/A/ 

276 

Sleep  Apnea:  Assessment  of  Sleep  Symptoms:  Percentage  of  visits  for  patients  aged  18 
years  and  older  with  a  diagnosis  of  obstructive  sleep  apnea  that  includes  documentation  of 
an  assessment  of  symptoms,  including  presence  or  absence  of  snoring  and  daytime 
sleepiness 

AMA- 

PCPI/ 

NCQA 

N/A/ 

277 

Sleep  Apnea:  Severity  Assessment  at  Initial  Diagnosis:  Percentage  of  patients  aged  18 
years  and  older  with  a  diagnosis  of  obstructive  sleep  apnea  who  had  an  apnea  hypopnea 
index  (AHI)  or  a  respiratory  disturbance  index  (RDI)  measured  at  the  time  of  initial 
diagnosis 

AMA- 

PCPI/ 

NCQA 

N/A/ 

278 

Sleep  Apnea:  Positive  Airway  Pressure  Therapy  Prescribed:  Percentage  of  patients 
aged  1 8  years  and  older  with  a  diagnosis  of  moderate  or  severe  obstructive  sleep  apnea 
who  were  prescribed  positive  airway  pressure  therapy 

AMA- 

PCPI/ 

NCQA 

N/A/ 

279 

Sleep  Apnea:  Assessment  of  Adherence  to  Positive  Airway  Pressure  Therapy: 
Percentage  of  visits  for  patients  aged  1 8  years  and  older  with  a  diagnosis  of  obstructive  ‘ 
sleep  apnea  who  were  prescribed  positive  airway  pressure  therapy  who  had 
documentation  that  adherence  to  positive  airway  pressure  therapy  was  objectively 
measured 

AMA- 

PCPI/ 

NCQA 

♦This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  53;  2013  and  Beyond  Proposed  Measures  -  Dementia  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

N/A/ 

280 

Dementia:  Staging  of  Dementia:  Percentage  of  patients,  regardless  of  age,  with  a 
diagnosis  of  dementia  whose  severity  of  dementia  was  classifled  as  mild,  moderate  or 
severe  at  least  once  within  a  12  month  period 

AMA-PCPl 

N/A/  - 
281 

Dementia:  Cognitive  Assessment:  Percentage  of  patients,  regardless  of  age,  with  a 
diagnosis  of  dementia  for  whom  an  assessment  of  cognition  is  performed  and  the  results 
reviewed  at  least  once  within  a  12  month  period 

AMA-PCPI 

N/A/ 

282 

Dementia:  Functional  Status  Assessment:  Percentage  of  patients,  regardless  of  age, 
with  a  diagnosis  of  dementia  for  whom  an  assessment  of  patient’s  functional  status  is 
performed  and  the  results  reviewed  at  least  once  within  a  12  month  period 

AMA-PCPl 

N/A/ 

283 

Dementia:  Neuropsychiatric  Symptom  Assessment:  Percentage  of  patients,  regardless 
of  age,  with  a  diagnosis  of  dementia  and  for  whom  an  assessment  of  patient’s 
neuropsychiatric  symptoms  is  performed  and  results  reviewed  at  least  once  in  a  12  month 
period 

AMA-PCPl 

N/A/ 

284 

Dementia:  Management  of  Neuropsychiatric  Symptoms:  Percentage  of  patients, 
regardless  of  age,  with  a  diagnosis  of  dementia  who  have  one  or  more  neuropsychiatric 
symptoms  who  received  or  were  recommended  to  receive  an  intervention  for 
neuropsychiatric  symptoms  within  a  12  month  period 

AMA-PCPI 

N/A/  • 
285 

Dementia:  Screening  for  Depressive  Symptoms:  Percentage  of  patients,  regardless  of 
age,  with  a  diagnosis  of  dementia  who  were  screened  for  depressive  symptoms  within  a 

12  month  period 

AMA-PCPI 

N/A/ 

286 

Dementia:  Counseling  Regarding  Safety  Concerns:  Percentage  of  patients,  regardless 
of  age,  with  a  diagnosis  of  dementia  or  their  caregiver(s)  who  were  counseled  or  referred 
for  counseling  regarding  safety  concerns  within  a  12  month  period 

AMA-PCPI 

44974 
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NQF/ 

PQRS 

V.'H, "  =‘  ^ao<  '"i;-  ‘>n'  ■' 

Measure  Title  and  Description 

/  ? 

Measure 

Developer 

N/A/ 

287 

Dementia:  Counseling  Regarding  Risks  of  Driving:  Percentage  of  patients,  regardless 
of  age,  with  a  diagnosis  of  dementia  or  their  caregiver(s)  who  were  counseled  regarding 
the  risks  of  driving  and  driving  alternatives  within  a  12  month  period 

AMA-PCPI 

N/A/ 

288 

Dementia:  Caregiver  Education  and  Support:  Percentage  of  patients,  regardless  of  age, 
with  a  diagnosis  of  dementia  whose  caregiver(s)  were  provided  with  education  on 
dementia  disease  management  and  health  behavior  changes  AND  referred  to  additional 
sources  for  support  within  a  12  month  period 

AMA-PCPI 

*This  measures  group  is  reportable  through  claims  and  registry-based  reporting 


TABLE  54;  2013  and  Beyond  Proposed  Measures  -  Parkinson’s  Disease  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

N/A/ 

289 

Parkinson’s  Disease:  Annual  Parkinson’s  Disease  Diagnosis  Review:  All  patients  with 
a  diagnosis  of  Parkinson’s  disease  who  had  an  annual  assessment  including  a  review  of 
current  medications  (e.g.,  medications  than  can  produce  Parkinson-  like  signs  or 
symptoms)  and  a  review  for  the  presence  of  atypical  features  (e.g.,  falls  at  presentation  and 
early  in  the  disease  course,  poor  response  to  levodopa,  symmetry  at  onset,  rapid 
progression  [to  Hoehn  and  Yahr  stage  3  in  3  years],  lack  of  tremor  or  dysautonomia)  at 
least  annually 

AAN 

N/A/ 

290 

Parkinson’s  Disease:  Psychiatric  Disorders  or  Disturbances  Assessment:  All  patients 
with  a  diagnosis  of  Parkinson’s  disease  who  were  assessed  for  psychiatric  disorders  or 
disturbances  (e.g.,  psychosis,  depression,  anxiety  disorder,  apathy,  or  impulse  control 
disorder)  at  least  annually 

AAN 

N/A/ 

291 

Parkinson’s  Disease:  Cognitive  Impairment  or  Dysfunction  Assessment:  All  patients 
with  a  diagnosis  of  Parkinson’s  disease  who  were  assessed  for  cognitive  impairment  or 
dysfunction  at  least  annually 

AAN 

N/A/ 

292 

Parkinson’s  Disease:  Query  ing  about  Sleep  Disturbances:  All  patients  with  a  diagnosis 
of  Parkinson’s  disease  (or  caregivers,  as  appropriate)  who  were  queried  about  sleep 
disturbances  at  least  annually 

AAN 

N/A/ 

293 

Parkinson’s  Disease:  Rehabilitative  Therapy  Options:  All  patients  with  a  diagnosis  of 
Parkinson’s  disease  (or  caregiver(s),  as  appropriate)  who  had  rehabilitative  therapy  options 
(e.g.,  physical,  occupational,  or  speech  therapy)  discussed  at  least  annually 

AAN 

N/A/ 

294 

Parkinson’s  Disease:  Parkinson’s  Disease  Medical  and  Surgical  Treatment  Options 
Reviewed:  All  patients  with  a  diagnosis  of  Parkinson’s  disease  (or  caregiver(s),  as 
appropriate  who  had  the  Parkinson’s  disease  treatment  options  (e.g.,  non-pharmacological  ’ 
treatment,  pharmacological  treatment,  or  surgical  treatment)  reviewed  at  least  once 
annually 

AAN 

’“This  measures  group  is  reportable  through  registry-based  reporting  only 
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TABLE  55:  2013  and  Beyond  Proposed  Measures  -  Hypertension  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

N/A/ 

295 

Hypertension:  Appropriate  Use  of  Aspirin  or  Other  Antiplatelet  or  Anticoagulant 
Therapy:  Percentage  of  patients  aged  15  through  90  years  old  with  a  diagnosis  of 
hypertension  who  were  prescribed  aspirin  or  other  anticoagulant/antiplatelet  therapy 

ABIM 

N/A/ 

296 

Hypertension:  Complete  Lipid  Profile:  Percentage  of  patients  aged  15  through  90  years 
old  with  a  diagnosis  of  hypertension  who  received  a  complete  lipid  profile  within  24 
months 

ABIM 

N/A/ 

297 

Hypertension:  Urine  Protein  Test:  Percentage  of  patients  aged  15  through  90  years  old 
with  a  diagnosis  of  hypertension  who  either  have  chronic  kidney  disease  diagnosis 
documented  or  had  a  urine  protein  test  done  within  36  months 

ABIM 

N/A/ 

298 

Hypertension:  Annual  Serum  Creatinine  Test:  Percentage  of  patients  aged  15  through 

90  years  old  with  a  diagnosis  of  hypertension  who  had  a  serum  creatinine  test  done  within 

1 2  months 

ABIM 

N/A/ 

299 

Hypertension:  Diabetes  Meliitus  Screening  Test:  Percentage  of  patients  aged  15 
through  90  years  old  with  a  diagnosis  of  hypertension  who  had  a  diabetes  screening  test 
within  36  months 

ABIM 

N/A/ 

300 

Hypertension:  Blood  Pressure  Control:  Percentage  of  patients  aged  15  through  90  years 
old  with  a  diagnosis  of  hypertension  who  had  most  recent  blood  pressure  level  under 
control  (at  goal) 

ABIM 

N/A/ 

301 

Hypertension:  Low  Density  Lipoprotein  (LDL-C)  Control:  Percentage  of  patients  aged 
15  through  90  years  old  with  a  diagnosis  of  hypertension  who  had  most  recent  LDL 
cholesterol  level  under  control  (at  goal) 

ABIM 

N/A/ 

302 

Hypertension:  Dietary  and  Physical  Activity  Modifications  Appropriately 

Prescribed:  Percentage  of  patients  aged  15  through  90  years  old  with  a  diagnosis  of 
hypertension  who  received  dietary  and  physical  activity  counseling  at  least  once  within  12 
months 

ABIM 

*This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  56:  2013  and  Beyond  Proposed  Measures  -  Cardiovascular  Prevention  Measures 


Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0064/ 

2 

Diabetes  Meliitus:  Low  Density  Lipoprotein  (LDL-C)  Control  in  Diabetes  Meliitus: 
Percentage  of  patients  aged  18  through  75  years  with  diabetes  meliitus  who  had  most 
recent  LDL-C  level  in  control  (less  than  100  mg/dL) 

NCQA 

Ischemic  Vascular  Disease  (IVD):  Use  of  Aspirin  or  Another  Antithrombotic: 
Percentage  of  patients  aged  18  years  and  older  with  ischemic  vascular  disease  (IVD)  with 
documented  use  of  aspirin  or  other  antithrombotic 

NCQA 

0028/ 

226 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation  Intervention: 
Percentage  of  patients  aged  1 8  years  and  older  who  were  screened  for  tobacco  use  one  or 
more  times  within  24  months  AND  who  received  cessation  counseling  intervention  if 
identified  as  a  tobacco  user 

AMA- 
PCPI  . 

0018/ 

236 

Hypertension  (HTN):  Controlling  High  Blood  Pressure:  Percentage  of  patients  aged 

1 8  through  85  years  of  age  who  had  a  diagnosis  of  hypertension  (HTN)  and  whose  BP 
was  adequately  controlled  (<  140/90  mmHg) 

NCQA 

0075/ 

241 

Ischemic  Vascular  Disease  (IVD):  Complete  Lipid  Panel  and  Low  Density 

Lipoprotein  (LDL-C)  Control:  Percentage  of  patients  aged  18  years  and  older  with 
Ischemic  Vascular  Disease  (IVD)  who  received  at  least  one  lipid  profile  within  12  months 
and  whose' most  recent  LDL-C  level  was  in  control  (less  than  100  mg/dL) 

NCQA 

N/A/ 

317 

Preventive  Care  and  Screening:  Screening  for  High  Blood  Pressure:  Percentage  of 
patients  aged  1 8  and  older  who  are  screened  for  high  blood  pressure 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 
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TABLE  57:  2013  and  Beyond  Proposed  Measures  -  Cataracts  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

0565/ 

191 

Cataracts:  20/40  or  Better  Visual  Acuity  within  90  Days  Following  Cataract  Surgery: 
Percentage  of  patients  aged  18  years  and  older  with  a  diagnosis  of  uncomplicated  cataract 
who  had  cataract  surgery  and  no  significant  ocular  conditions  impacting  the  visual  outcome 
of  surgery  and  had  best-corrected  visual  acuity  of  20/40  or  better  (distance  or  near) 
achieved  within  90  days  following  the  cataract  surgery 

AMA- 

PCPl/ 

NCQA 

Cataracts:  Complications  within  30  Days  Following  Cataract  Surgery  Requiring 
Additional  Surgical  Procedures:  Percentage  of  patients  aged  18  years  and  older  with  a 
diagnosis  of  uncomplicated  cataract  who  had  cataract  surgery  and  had  any  of  a  specified 
list  of  surgical  procedures  in  the  30  days  following  cataract  surgery  which  would  indicate 
the  occurrence  of  any  of  the  following  major  complications:  retained  nuclear  fragments, 
endophthalmitis,  dislocated  or  wrong  power  lOL,  retinal  detachment,  or  wound  dehiscence 

AMA- 

PCPl/ 

NCQA 

N/A/ 

303 

Cataracts:  Improvement  in  Patient's  Visual  Function  within  90  Days  Following 
Cataract  Surgery:  Percentage  of  patients  aged  1 8  years  and  older  in  sample  who  had 
cataract  surgery  and  had  improvement  in  visual  function  achieved  within  90  days  following 
the  cataract  surgery,  based  on  completing  a  pre-operative  and  post-operative  visual 
function  survey 

AAO 

N/A/ 

304 

Cataracts:  Patient  Satisfaction  within  90  Days  Following  Cataract  Surgery: 

Percentage  of  patients  aged  18  years  and  older  in  sample  who  had  cataract  surgery  and 
were  satisfied  with  their  care  within  90  days  following  the  cataract  surgery,  based  on 
completion  of  the  Consumer  Assessment  of  Healthcare  Providers  and  Systems  Surgical 

Care  Survey 

AAO 

*This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  58:  2013  and  Beyond  Proposed  Measures  -  Oncology  Measures  Group* 


NQF/ 

PQRS 

Measure  Title  and  Description 

Measure 

Developer 

llIXKW 

Breast  Cancer:  Hormonal  Therapy  for  Stage  IC-IIIC  Estrogen 

AMA- 

mm 

Receptor/Progesterone  Receptor  (ER/PR)  Positive  Breast  Cancer: 

PCPI/ 

IH 

Percentage  of  female  patients  aged  18  years  and  older  with  Stage  IC 

ASCO/ 

■ 

through  me,  ER  or  PR  positive  breast  cancer  who  were  prescribed 
tamoxifen  or  aromatase  inhibitor  (AI)  during  the  12-month  reporting  period 

NCCN 

0385/ 

Colon  Cancer:  Chemotherapy  for  Stage  III  Colon  Cancer  Patients: 

AMA- 

Percentage  of-patients  aged  18  years  and  older  with  Stage  IIIA  through  IIIC 

PCPI/ 

colon  cancer  who  are  referred  for  adjuvant  chemotherapy,  prescribed 

ASCO/ 

adjuvant  chemotherapy,  or  have  previously  received  adjuvant  chemotherapy 
within  the  1 2-month  reporting  period 

NCCN 

0041/ 

Preventive  Care  and  Screening:  Influenza  Immunization:  Percentage  of 

AMA- 

110 

patients  aged  6  months  and  older  who  received  an  influenza  immunization 
during  the  flu  season  (October  1  through  March  31) 

PCPI 

0419/ 

Documentation  of  Current  Medications  in  the  Medical  Record: 

CMS/ 

130 

Percentage  of  specified  visits  for  patients  aged  1 8  years  and  older  for  which 
the  eligible  professional  attests  to  documenting  a  list  of  current  medications 
to  the  best  of  his/her  knowledge  and  ability.  This  list  must  include  ALL 
prescriptions,  over-the-counters,  herbals,  vitamin/mineral/dietary 

QIP 

• 

(nutritional)  suoplements  AND  must  contain  the  medications’  name, 
dosage,  frequency  and  route 
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NQF/ 

PQRS 

) 

Measure  Title  and  Description 

Measure 

Developer 

0384/ 

143 

Oncology:  Medical  and  Radiation  -  Pain  Intensity  Quantified: 

Percentage  of  patient  visits,  regardless  of  patient  age,  with  a  diagnosis  of 
cancer  currently  receiving  chemotherapy  or  radiation  therapy  in  which  pain 
intensity  is  quantified 

AMA- 

PCPI 

0383/ 

144 

Oncology:  Medical  and  Radiation  Plan  of  Care  for  Pain:  Percentage  of 
patient  visits,  regardless  of  patient  age,  with  a  diagnosis  of  cancer  currently 
receiving  chemotherapy  or  radiation  therapy  who  report  having  pain  with  a 
documented  plan  of  care  to  address  pain  ' 

AMA- 

PCPI 

0386/ 

194 

Oncology:  Cancer  Stage  Documented:  Percentage  of  patients,  regardless 
of  age,  with  a  diagnosis  of  breast,  colon,  or  rectal  cancer  who  are  seen  in  the 
ambulatory  setting  who  have  a  baseline  AJCC  cancer  stage  or 
documentation  that  the  cancer  is  metastatic  in  the  medical  record  at  least 
once  within  12  months 

AMA- 

PCPI/ 

ASCO 

0028/ 

226 

Preventive  Care  and  Screening:  Tobacco  Use:  Screening  and  Cessation 
Intervention:  Percentage  of  patients  aged  18  years  and  older  who  were 
screened  for  tobacco  use  one  or  more  times  within  24  months  AND  who 
received  cessation  counseling  intervention  if  identified  as  a  tobacco  user 

AMA- 

PCPl 

*This  measures  group  is  reportable  through  registry-based  reporting  only 


TABLE  59:  2014  and  Beyond  Proposed  Measures  -  Osteoporosis  Measures  Group* 


NQF/ 

PQRS 

Measure  Title 

Measure 

Developer 

Osteoporosis:  Screening  or  Therapy  for  Osteoporosis  for  Women  Aged  65  Years 
and  Older:  Percentage  of  female  patients  aged  65  years  and  older  who  have  a  central 
dual-energy  X-ray  absorptiometry  (DXA)  measurement  ordered  or  performed  at  least 
once  since  age  60  or  pharmacologic  therapy  prescribed  within  12  months 

AMA 

0049/ 

41 

Osteoporosis:  Pharmacologic  Therapy  for  Men  and  Women  Aged  50  Years  and 
Older:  Percentage  of  patients  aged  50  years  and  older  with  a  diagnosis  of  osteoporosis 
who  were  prescribed  pharmacologic  therapy  within  12  months 

AMA 

AQA 
Selected  / 
154 

Falls:  Risk  Assessment  for  Falls:  Percentage  of  patients  aged  65  years  and  older  with  a 
history  of  falls  who  had  a  risk  assessment  for  falls  completed  within  12  months 

NCQA 

AQA 
Selected  / 
155 

Falls:  Plan  of  Care  for  Falls:  Percentage  of  patients  aged  65  years  and  older  with  a 
history  of  falls  who  had  a  plan  of  care  for  falls  documented  within  12  months 

NCQA 

N/A/ 

TBD 

Osteoporosis:  Status  of  Participation  in  Weight-Bearing  Exercise  and  Weight¬ 
bearing  Exercise  Advice:  Percentage  of  patients  aged  18  and  older  with  a  diagnosis  of 
osteoporosis,  osteopenia,  or  prior  low  impact  fracture;  women  age  65  and  older;  or  men 
age  70  and  older  whose  status  regarding  participation  in  weight-bearing  exercise  was 
documented  and  for  those  not  participating  regularly  who  received  advice  within  12 
months  to  participate  in  weight-bearing  exercise 

ABIM 

N/A/ 

TBD 

Osteoporosis:  Current  Level  of  Alcohol  Use  and  Advice  on  Potentially  Hazardous 
Drinking  Prevention:  Percentage  of  patients  aged  18  and  older  with  a  diagnosis  of 
osteoporosis,  osteopenia,  or  prior  low  impact  fracture;  women  age  65  and  older;  or  men 
age  70  and  older  whose  current  level  of  alcohol  use  was  documented  and  for  those 
engaging  in  potentially  hazardous  drinking  who  received  counseling  within  12  months 

ABIM 

N/A/ 

TBD 

Osteoporosis:  Screen  for  Falls  Risk. Evaluation  and  Complete  Falls  Risk  Assessment 
and  Plan  of  Care:  Percentage  of  patients  aged  1 8  and  older  with  a  diagnosis  of 
osteoporosis,  osteopenia,  or  prior  low  impact  fracture;  women  age  65  and  older;  or  men 

ABIM 

44978 
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KQgi 

Measure  Title 

age  70  and  older  who  had  a  screen  for  falls  risk  evaluation  within  the  past  12  months  and 
for  those  reported  as  having  a  history  of  two  or  more  falls,  or  fall-related  injury  who  had 
a  complete  risk  assessment  for  falls  and  a  falls  plan  of  care  within  the  past  12  months 

N/A/ 

TBD 

Osteoporosis:  Dual-Emission  X-ray  Absorptiometry  (DXA)  Scan:  Percentage  of 
patients  aged  1 8  and  older  with  a  diagnosis  of  osteoporosis,  osteopenia,  or  prior  low 
impact  fracture;  women  age  65  and  older;  or  men  age  70  and  older  who  had  a  DXA  scan 
and  result  documented 

ABIM 

N/A/ 

TBD 

Osteoporosis:  Calcium  Intake  Assessment  and  Counseling:  Percentage  of  patients 
aged  1 8  and  older  with  a  diagnosis  of  osteoporosis,  osteopenia,  or  prior  low  impact 
fracture;  women  age  65  and  older;  or  men  age  70  and  older  who  had  calcium  intake 
assessment  and  counseling  at  least  once  within  12  months 

ABIM 

N/A/ 

TBD 

Osteoporosis:  Vitamin  D  Intake  Assessment  and  Counseling:  Percentage  of  patients 
aged  18  and  older  with  a  diagnosis  of  osteoporosis,  osteopenia,  or  prior  low  impact 
fracture;  women  age  65  and  older;  or  men  age  70  and  older  who  had  vitamin  D  intake 
assessment  and  counseling  at  least  once  within  12  months 

ABIM 

N/A/ 

TBD 

Osteoporosis:  Pharmacologic  Therapy:  Percentage  of  patients  aged  1 8  and  older  with 
a  diagnosis  of  osteoporosis,  osteopenia,  or  prior  low  impact  fracture;  wQmen  age  65  and 
older;  or  men  age  70  and  older  who  were  prescribed  pharmacologic  therapy  approved  by 
the  Food  and  Drug  Administration 

ABIM 

♦This  measures  group  is  reportable  through  claims  and  registry-based  reporting 


TABLE  60:  2014  and  Beyond  Proposed  Measures  -  Total  Knee  Replacement  Measures 
Group* _ 


NQF/ 

PQRS 

Measure  Title  / 

Measure 

Developer 

N/A/ 

TBD 

Total  Knee  Replacement:  Coordination  of  Post  Discharge  Care:  Percentage  of  patients 
undergoing  total  knee  replacement  who  received  written  instructions  for  post  discharge  care 
including  all  the  following:  post  discharge  physical  therapy,  home  health  care,  post 
discharge  deep  vein  thrombosis  (DVT)  prophylaxis  and  follow-up  physician  visits 

AAHKS/ 

AMA- 

PCPI 

N/A/ 

TBD 

Total  Knee  Replacement:  Venous  Thromboembolic  and  Cardiovascular  Risk 
Evaluation:  Percentage  of  patients  undergoing  a  total  knee  replacement  who  are  evaluated 
for  the  presence  or  absence  of  venous  thromboembolic  and  cardiovascular  risk  factors 
within  30  days  prior  to  the  procedure  including  history  of  deep  vein  thrombosis  (DVT), 
pulmonary  embolism  (PE),  myocardial  infarction  (MI),  arrhythmia  and  stroke 

AAHKS/ 

AMA- 

PCPI 

Total  Knee  Replacement:  Preoperative  Antibiotic  Infusion  with  Proximal  Tourniquet: 
Percentage  of  patients  undergoing  a  total  knee  replacement  who  had  the  prophylactic 
antibiotic  completely  infused  prior  to  the  inflation  of  the  proximal  tourniquet 

AAHKS/ 

AMA- 

PCPI 

N/A/ 

TBD 

Total  Knee  Replacement:  IdentiGcation  of  Implanted  Prosthesis  in  Operative  Report:  . 

Percentage  of  patients  undergoing  total  knee  replacement  whose  operative  report  identifies 
the  prosthetic  implant  specifications  including  the  prosthetic  implant  manufacturer,  the 
brand  name  of  prosthetic  implant  and  the  size  of  prosthetic  implant 

AAHKS/ 

AMA- 

PCPl 

♦This  measures  group  is  reportable  through  and  registry-based  only 
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TABLE  61:  2014  and  Beyond  Proposed  Measures  -  Radiation  Dose  Optimization  Measures 
Group* _ 


NQF/ 

PQRS 

Measure  Title 

Measure 

Developer 

TBD/ 

TBD 

Radiation  Dose  Optimization:  Utilization  of  a  Standardized  Nomenclature  for  CT 
Imaging  Description:  Percentage  of  computed  tomography  (CT)  imaging  reports  for  all 
patients,  regardless  of  age,  with  the  imaging  study  named  according  to  a  standardized 
nomenclature  (e.g.,  RadLex®)  and  the  standardized  nomenclature  is  used  in  institutions 
computer  systems 

AMA- 

PCPI 

TBD/ 

TBD 

Radiation  Dose  Optimization:  Cumulative  Count  of  Potential  High  Dose  Radiation 
Imaging  Studies:  Computed  Tomography  (CT)  Scans  and  Cardiac  Nuclear  Medicine 
Scans:  Percentage  of  CT  and  cardiac  nuclear  medicine  (myocardial  perfusion)  imaging 
reports  for  all  patients,  regardless  of  ago,  that  document  a  count  of  known  previous  CT 
studies  (any  type  of  CT)  and  cardiac  nuclear  medicine  (myocardial  perfusion  studies)  studies 
that  the  patient  has  received  in  the  12-month  period  prior  to  the  current  study 

AMA- 

PCPI 

TBD/ 

TBD 

Radiation  Dose  Optimization:  Reporting  to  a  Radiation  Dose  Index  Registry: 

Percentage  of  total  computed  tomography  (CT)  studies  performed  for  all  patients,  regardless 
of  age,  that  are  reported  to  a  radiation  dose  index  registry  AND  that  include  at  a  minimum 
selected  data  elements 

nn 

TBD/ 

TBD 

Radiation  Dose  Optimization:  Images  Available  for  Patient  Follow-up  and 

Comparison  Purposes:  Percentage  of  final  reports  for  imaging  studies  performed  for  all 
patients,  regardless  of  age,  which  document  that  Digital  Imaging  and  Communications  in 
Medicine  (DICOM)  format  image  data  are  available  reciprocally  to  non-affiliated  external 
entities  on  a  secure,  media  free,  searchable  basis  with  patient  authorization  for  at  least  a  1 2- 
month  period  after  the  study 

AMA- 

PCPI 

Radiation  Dose  Optimization:  Search  for  Prior  Imaging  Studies  Through  a  Secure, 
Authorized,  Media-Free,  Shared  Archive:  Percentage  of  final  reports  of  imaging  studies 
performed  for  all  patients,  regardless  of  age,  which  document  that  a  search  for  Digital 

Imaging  and  Communications  in  Medicine  (DICOM)  format  images  was  conducted  for  ' 
prior  patient  imaging  studies  completed  at  non-affiliated  external  entities  within  the  past  12- 
months  and  are  available  through  a  secure,  authorized,  media  free,  shared  archive  prior  to 
an  imaging  study  being  performed 

AMA- 

PCPl 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 

TABLE  62:  2014  and  Beyond  Proposed  Measures  -  Preventive  Cardiology  Measures 

Group* 

Measure  Title 

Measure 

Developer 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Blood  Pressure  at  Goal:  Percentage  of  patients  in  the 
sample  whose  most  recent  blood  pressure  reading  was  at  goal 

ABIM 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Low  Density  Lipids  (LDL)  Cholesterol  at  Goal: 
Percentage  of  patients  in  the  sample  whose  LDL  cholesterol  is  considered  to  be  at  goal, 
based  upon  their  coronary  heart  disease  (CHD)  risk  factors 

ABIM 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Timing  of  Lipid  Testing  Complies  with  Guidelines: 
Percentage  of  patients  in  the  sample  whose  timing  of  lipid  testing  complies  with  guidelines 
(lipid  testing  performed  in  the  preceding  12-month  period  (with  a  three-month  grace  period) 
for  patients  with  known  coronary  heart  disease  (CHD)  or  CHD  risk  equivalent  (prior 
myocardial  infarction  (MI),  other  clinical  CHD,  symptomatic  carotid  artery  disease, 
peripheral  artery  disease,  abdominal  aortic  aneurysm,  diabetes  mellitus);  or  in  the  preceding 
24-month  period  (with  a  three-month  grace  period)  for  patients  with  >  2  risk  factors  for 

CHD  (smoking,  hypertension,  low  high  density  lipid  (HDL),  men  >  45  years,  women  >  55 
years,  family  history  of  premature  CHD;  HDL  >  60  mg/dL  acts  as  a  negative  risk  factor);  or 
in  the  preceding  60-month  period  (with  a  three-month  grace  period)  for  patients  with  <  1 
risk  factor  for  CHD) 

ABIM 

N/A/  - 
TBD 

Preventive  Cardiology  Composite:  Diabetes  Documentation  or  Screen  Test:  Percentage 
of  patients  in  the  sample  who  had  a  screening  test  for  type  2  diabetes  or  had  a  diagnosis  of 
diabetes 

ABIM 

44980 
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^  ;  f  1*  '  t:i'  L  '  b  j'  Ml 

Measure  Title 

KHiil 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Correct  Determination  of  Ten-Year  Risk  for 
Coronary  Death  or  Myocardial  Infarction  (MI):  Number  of  patients  in  the  sample  whose 
ten-year  risk  of  coronary  death  or  Ml  is  correctly  assessed  and  documented 

ABIM 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Counseling  for  Diet  and  Physical  Activity: 

Percentage  of  patients  in  the  sample  who  received  dietary  and  physical  activity  counseling 

ABIM 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Appropriate  Use  of  Aspirin  or  Other 
Antiplatelet/Anticoagulant  Therapy:  Percentage  of  patients  in  the  sample  who  are:  1 ) 
taking  aspirin  or  other  anticoagulant/antiplatelet  therapy,  or  2)  under  age  30,  or  3)  age  30  or 
older  and  who  are  documented  to  be  at  low  risk.  Low-risk  patients  include  those  who  are 
documented  with  no  prior  coronary  heart  disease  (CHD)  or  CHD  risk  equivalent  (prior 
myocardial  infarction  (MI),  other  clinical  CHD,  symptomatic  carotid  artery  disease, 
peripheral  artery  disease,  abdominal  aortic  aneurysm,  diabetes  mellitus)  and  whose  ten-year 
risk  of  developing  CHD  is  <  10% 

ABIM 

N/A/ 

TBD 

Preventive  Cardiology  Composite:  Smoking  Status  and  Cessation  Support:  Percentage 
of  patients  in  the  sample  whose  current  smoking  status  is  documented  in  the  chart,  and  if 
they  were  smokers,  were  documented  to  have  received  smoking  cessation  counseling  during 
the  reporting  period 

ABIM 

*This  measures  group  is  reportable  through  both  claims  and  registry-based  reporting 


BILLING  CODE  4120-01-C 

We  invite  public  comment  on  the 
proposed  Physician  Quality  Reporting 
System  measures  groups. 

(5)  Proposed  Physician  Quality 
Reporting  System  Measures  for  Eligible 
Professionals  and  Group  Practices  That 
Report  Using  Administrative  Claims  for 
the  2015  and  2016  Payment 
Adjustments 

We  are  proposing  the  following 
measures  in  Table  63  for  eligible 
professionals  and  group  practices  that 
report  using  administrative  claims  for 
the  2015  and  2016  payment 
adjustments.  Our  proposals  on  how  to 
attribute  beneficiaries  to  groups  of 
physicians  that  elect  the  administrative 
claims  option  are  discussed  in  the 
value-based  payment  modifier  in 
section  K  below.  We  considered  all  of 
the  measures  included  in  the  program 
year  2010  individual  Physician 
Feedback  reports  that  can  be  calculated 
using  administrative  claims  but  are 


proposing  only  a  subset  of  the  measures 
that  were  included  in  the  program  year 
2010  individual  Physician  Feedback 
reports.  We  are  proposing  this  subset  of 
measures  for  both  the  PQRS  payment 
adjustment  and  the  value-based 
modifier  because  we  believe  these 
measures  are  clinically  meaningful, 
focus  on  highly  prevalent  conditions 
among  beneficiaries,  have  the  potential 
to  differentiate  physicians,  and  be 
statistically  reliable.  To  the  extent  that 
the  value-based  payment  modifier 
finalizes  other  measures  from  the  2010 
individual  Physician  Feedback  reports 
that  are  listed  in  Table  65,  it  would  be 
our  intent  to  finalize  those  additional 
measures  as  well  for  purposes  of  the 
2015  and  2016  PQRS  payment 
adjustments  so  that  the  two  programs 
can  be  aligned. 

As  specified  in  Table  63,  we  are 
proposing  19  measures.  Of  these  19 
proposed  measures,  17  of  these 
measures  are  NQF-endorsed  and 


therefore  satisfying  section 
1848(k)(2)(C)(i)  of  the  Act.  With  respect 
to  the  2  measures  that  are  not  NQF- 
endorsed,  “Potentially  Harmful  Drug- 
Disease  Interactions  in  the  Elderly”  and 
“Diabetes:  LDL-C  Screening,  ”  we  are 
exercising  our  exception  authority 
under  section  1848(k)(2)(C){ii)  of  the  Act 
to  propose  these  measures  for  inclusion 
in  the  PQRS  administrative  claims 
measure  set.  Both  of  these  measures  are 
relevant  as  they  address  care 
coordination  by  measuring  the  amount 
of  time  a  patient  has  been  readmitted 
and/or  where  their  status  is  in  the 
healthcare  continuum  following 
hospitalization.  The  utilization  of  the 
administrative  claims  measures  will 
allow  PQRS  to  implement  different 
reporting  options  which  capture  a  wider 
venue  of  participants  without  using  the 
traditional  methods  of  reporting  and 
eliminate  the  potential  payment 
adjustment  for  non-participators. 

BILLING  CODE  4120-01-P 
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TABLE  63:  Proposed  Measures  for  Eligible  Professionals  and  Group  Practices  Who 


Report  Using  Administrative  Claims  for  the  2015  and  2016  PQRS  Payment  Adjustment 


NQF 

Number 

Measure  Title 

Measure 

Steward 

Domain  of 
Care 

0279  • 

Bacterial  Pneumonia 

The  number  of  admissions  for  bacterial  pneumonia  per  100,000  population. 

AHRQ 

Care 

Coordination 

0281 

UTI 

The  number  of  discharges  for  urinary  tract  infection  per  100,000 
population  Age  18  Years  and  Older  in  a  one  year  time  period 

AHRQ 

Care 

Coordination 

0280 

Dehydration 

The  number  of  admissions  for  dehydration  per  100,000  population. 

AHRQ 

Care 

Coordination 

Composite  of  Chronic  Prevention  Quality  Indicators 

N/A 

Diabetes  Composite 

0638 

Uncontrolled  diabetes 

The  number  of  discharges  for  uncontrolled  diabetes  per  100,000  population 
Age  18  Years  and  Older  in  a  one  year  time  period. 

AHRQ 

Care 

Coordination 

0272 

Short  Term  Diabetes  complications 

The  number  of  discharges  for  diabetes  short-term  complications  per 

100,000  Age  18  Years  and  Older  population  in  a  one  year  period. 

AHRQ 

Care 

Coordination 

0274 

Long  term  diabetes  complications 

The  number  of  discharges  for  long-term  diabetes  complications  per 

100,000  population  Age  18  Years  and  in  a  one  year  time  period. 

AHRQ 

Care 

Coordination 

0285 

Lower  extremity  amputation  for  diabetes 

The  number  of  discharges  for  lower-extremity  amputation  among  patients 
with  diabetes  per  100,000  population  Age  18  Years  in  a  one  year  time 
period. 

AHRQ 

Care 

Coordination 

0275 

COPD 

The  number  of  admissions  for  chronic  obstructive  pulmonary  disease 
(COPD)  per  100,000  population. 

AHRQ 

Care 

Coordination 

0277 

Heart  Failure 

Percent  of  the  population  with  admissions  for  CHF. 

AHRQ 

Care 

Coordination 

N/A 

All  Cause  Readmission 

The  rate  of  provider  visits  within  30  days  of  discharge  from  an  acute  care 
hospital  per  1 ,000  discharges  among  eligible  beneficiaries  assigned. 

CMS 

Care 

Coordination 

N/A 

30  Day  Post  Discharge  Visit 

The  rate  of  provider  visits  within  30  days  of  discharge  from  an  acute  care 
hospital  per  1,000  discharges  among  eligible  beneficiaries  assigned. 

CMS 

Care 

Coordination 

0576 

Follow-Up  After  Hospitalization  for  Mental  Illness 

Percentage  of  discharges  for  patients  who  were  hospitalized  for  treatment  of  selected  mental 
health  disorders  and  who  had  an  outpatient  visit,  an  intensive  outpatient  encounter,  or  partial 
hospitalization  with  a  mental  health  practitioner 

NCQA 

Care 

Coordination 

0021 

Annual  Monitoring  for  Beneficiaries  on  Persistent  Medications 

Percentage  of  patients  1 8  years  of  age  and  older  who  received  at  least  1 80  treatment  days  of 
ambulatory  medication  therapy  for  a  select  therapeutic  agent  during  the  measurement  year  and 
at  least  one  therapeutic  monitoring  event  for  the  therapeutic  agent  in  the  measurement  year. 

NCQA 

Patient 

Safety 

0555 

Lack  of  Monthly  INR  Monitoring  for  Beneficiaries  on  Warfarin 

Average  percentage  of  40-day  intervals  in  which  Part  D  beneficiaries  with  claims  for  warfarin 
do  not  receive  an  INR  test  during  the  measurement  period. 

CMS 

Patient 

Safety 

0577 

Use  of  Spirometry  Testing  to  Diagnose  COPD 

Percentage  of  patients  at  least  40  years  old  who  have  a  new  diagnosis  or  newly  active  chronic 
obstructive  pulmonary  disease  (COPD)  who  received  appropriate  spirometry  testing  to 
confirm  the  diagnosis. 

Clinical  Care 

0549 

Pharmacotherapy  Management  of  COPD  Exacerbation 

Percentage  of  chronic  obstructive  pulmonary  disease  (COPD)  exacerbations  for  patients  40 
years  of  age  and  older  who  had  an  acute  inpatient  discharge  or  ED  encounter  between  January 
1-November  30  of  the  measurement  year  and  were  dispensed  appropriate  medications 

NCQA 

Clinical  Care 

0543 

Statin  Therapy  for  Beneficiaries  with  Coronary  Artery  Disease 

Medication  Possession  Ratio  (MPR)  for  statin  therapy  for  individuals  over  18  years  of  age 
with  coronary  artery  disease. 

CMS 

Clinical  Care 

0583 

Lipid  Profile  for  Beneficiaries  Who  Started  Lipid-Lowering 
Medications 

Resolution 

Health 

Clinical  Care 
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NQF 

Number 

Measure  Title  ’  ;  r.o'tf 

tiiii'ia 

Domain  of 
Care 

Percentage  of  patients  age  18  or  older  starting  lipid-lowering  medication  during  the 
measurement  year  who  had  a  lipid  panel  checked  within  3  months  after  starting  drug  therapy 

0053 

Osteoporosis  Management  in  Women  >  67  Who  Had  a  Fracture 

Percentage  of  women  67  years  and  older  who  suffered  a  fracture  and  who  had  either  a  bone 
mineral  density  (BMD)  test  or  prescription  for  a  drug  to  treat  or  prevent  osteoporosis  in  the  six 
months  after  the  date  of  fracture. 

NCQA 

Clinical  Care 

0055 

Dilated  Eye  Exam  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  patients  with  diabetes  aged  18-75  years  who  received  a  dilated  eye  exam 
by  an  ophthalmologist  or  optometrist  during  the  measurement  year,  or  had  a  negative  retinal 
exam  (no  evidence  of  retinopathy)  by  an  eye  care  professional  in  the  year  prior  to 
themeasurement  year. 

NCQA 

Clinical  Care 

0057 

HbAlc  Testing  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  patients  with  diabetes  aged  18-75  years  receiving  one  or  more  Ale  test(s) 
per  year. 

NCQA 

Clinical  Care 

0062 

Urine  Protein  Screening  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  diabetes  patients  aged  1 8-75  years  with  at  least  one  test  nephropathy 
screening  test  during  the  measurement  year  or  who  had  evidence  existing  nephropathy 
(diagnosis  of  nephropathy  or  documentation  of  microalbuminuria  or  albuminuria). 

NCQA 

Clinical  Care 

0063 

Lipid  Profile  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  patients  with  diabetes  aged  1 8-75  who  had  an  LDL-C  test  performed 
during  the  measurement  year. 

NCQA 

Clinical  Care 

0075 

Lipid  Profile  for  Beneficiaries  with  Ischemic  Vascular  Disease 

Percentage  of  patients  1 8  years  of  age  and  older  who  were  discharged  alive  for  acute 
myocardial  infarction  (AMI),  coronary  artery  bypass  graft  (CABG)  or  percutaneous  coronary 
interventions  (PCI)  from  January  1 -November  1  of  the  year  prior  to  the  measurement  year,  or 
who  had  a  diagnosis  of  ischemic  vascular  disease  (IVD)  during  the  measurement  year  and  the 
year  prior  to  measurement  year,  who  had  a  complete  lipid  profile  during  the  measurement 
yc^r. 

NCQA 

Clinical  Care 

0105 

Antidepressant  Treatment  for  Depression 

Percentage  of  discharges  for  patients  who  were  hospitalized  for  treatment  of  selected  mental 
health  disorders  and  who  had  an  outpatient  visit,  an  intensive  outpatient  encounter,  or  partial 
hospitalization  with  a  mental  health  practitioner. 

NCQA 

Clinical  Care 

0031 

Breast  Cancer  Screening  for 

Women  <  69 

Percentage  of  eligible  women  40-69  who  receive  a  mammogram  in  during  the  measurement 
year  or  in  the  year  prior  to  the  measurement  year. 

NCQA 

Clinical  Care 

BILUNG  CODE  4120-01-C 

We  invite  public  comment  on  the 
proposed  measures  for  eligible 
professionals  and  group  practices  that 
report  using  administrative  claims.  We 
seek  comment  on  whether  these  are 
these  proposed  measures. 

7.  Proposed  Maintenance  of 
Certification  Program  Incentive; 
Proposed  Self-Nomination  Process  for 
Entities  Wishing  To  Be  Qualified  for  the 

2013  and  2014  Maintenance  of 
Certification  Program  Incentives 

We  propose  that  new  and  previously 
qualified  entities  wishing  to  become 
qualified  to  provide  their  members  with 
an  opportunity  to  earn  the  2013  and/or 

2014  Maintenance  of  Certification 
Program  incentives  undergo  a  self¬ 
nomination  and  qualification  process. 
Once  qualified,  the  entity  would  be  able 
to  submit  data  on  behalf  of  its  eligible 
professionals. 

For  the  self-nomination  process,  we 
propose  that  an  entity  washing  to  be 
qualified  for  the  2013  and/or  2014 
Maintenance  of  Certification  Program 
incentive  would  be  required  to  submit 


a  self-nomination  statement  containing 
all  of  the  following  information  via  the 
web: 

•  Provide  detailed  information 
regarding  the  Maintenance  of 
Certification  Program  with  reference  to 
the  statutory  requirements  for  such 
program. 

•  Indicate  the  organization 
sponsoring  the  Maintenance  of 
Certification  Program,  and  whether  the 
Maintenance  of  Certification  Program  is 
sponsored  by  an  American  Board  of 
Medical  Specialties  (ABMS)  board.  If 
not  an  ABMS  board,  indicate  whether 
and  how  the  program  is  substantially 
equivalent  to  the  ABMS  Maintenance  of 
Certification  Program  process. 

•  Indicate  that  the  program  is  in 
existence  as  of  January  1  the  year  prior 
to  the  year  in  which  the  entity  seeks  to 
be  qualified  for  the  Maintenance  of 
Certification  Program  incentive.  For 
example,  to  be  qualified  for  the  2013 
Maintenance  of  Certification  Program 
incentive,  the  entity  would  be  required 
to  be  in  existence  by  January  1,  2012. 


•  Indicate  that  the  program  has  at 
least  one  (1)  active  participant. 

•  The  frequency  of  a  cycle  of 
Maintenance  of  Certification  for  the 
specific  Maintenance  of  Certification 
Program  of  the  sponsoring  organization, 
including  what  constitutes  “more 
frequently”  for  both  the  Maintenance  of 
Certification  Program  itself  and  the 
practice  assessment  for  the  specific 
Maintenance  of  Certification  Program  of 
the  sponsoring  organization. 

•  Confirmation  from  the  board  that 
the  practice  assessment  will  occur  and 
be  completed  in  the  year  the  physician 
is  participating  in  the  Maintenance  of 
Certification  Program  Incentive. 

•  What  was,  is,  or  wnll  be  the  first 
year  of  availability  of  the  Maintenance 
of  Certification  Program  practice 
assessment  for  completion  by  an  eligible 
professional. 

•  What  data  is  collected  under  the 
patient  experience  of  care  survey  and 
how  this  information  would  be 
provided  to  CMS. 

•  Describe  how  the  Maintenance  of 
Certification  program  monitors  that  an 
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eligible  professional  has  implemented  a 
quality  improvement  process  for  their 
practice. 

•  Describe  the  methods,  and  data 
used  under  the  Maintenance  of 
Certification  Program,  and  provide  a  list 
of  all  measures  used  in  the  Maintenance 
of  Certification  Program  for  the  year 
prior  to  which  the  entity  seeks  to  be 
qualified  for  the  Maintenance  of 
Certificatfon  Program  incentive  (for 
example,  measures  used  in  2012  for  the 
2013  Maintenance  of  Certification 
Program  incentive),  including  the  title 
and  descriptions  of  each  measure,  the 
owner  of  the  measure,  whether  the 
measure  is  NQF  endorsed,  and  a  link  to 
a  Web  site  containing  the  detailed 
specifications  of  the  measures,  or  an 
electronic  file  containing  the  detailed 
specifications  of  the  measures. 

For  the  qualification  process,  we 
propose  that  an  entity  must  meet  all  of 
the  following  requirements  to  be 
considered  for  qualification  for 
purposes  of  the  2013  and  2014 
Maintenance  of  Certification  Program 
incentives: 

•  The  name,  NPI  and  applicable  TINs 
of  eligible  professionals  who  would  like 
to  participate  for  the  2013  and/or  2014 
Maintenance  of  Certification  Program 
incentives. 

•  Attestation  from  the  board  that  the 
information  provided  to  CMS  is 
accurate  and  complete. 

•  The  board  has  «igned 
documentation  from  eligible 
professional(s)  that  the  eligible 
professional  wishes  to  have  the 
information  released  to  us. 

•  Information  from  the  patient 
experience  of  care  survey. 

•  Information  certifying  the  eligible 
professional  has  participated  in  a 
Maintenance  of  Certification  Program 
for  a  year,  “more  frequently”  than  is 
required  to  qualify  for  or  maintain  board 
certification  status,  including  the  year 
the  physician  met  the  board  certification 
requirements  for  the  Maintenance  of 
Certification  Program,  and  the  year  the 
eligible  professional  participated  in  the 
Maintenance  of  Certification  Program 
“more  frequently”  than  is  required  to 
maintain  or  qualify  for  board 
certification. 

•  Information  certifying  the  eligible 
professional  has  completed  the 
Maintenance  of  Certification  Program 
practice  assessment  at  least  one  time 
each  year  the  eligible  professional 
participates  in  the  Maintenance  of 
Certification  Program  Incentive. 

We  are  proposing  this  self-nomination 
and  qualification  process  because  the 
process  is  identical  to  the  self¬ 
nomination  and  qualification  process 
finalized  for  the  2011  and  2012 


Maintenance  of  Certification  Program 
incentives  and  we  believe  such 
requirements  remain  appropriate.  As  the 
incentives  only  run  through  2014,  we 
believe  it  is  important  to  keep  the 
requirements  consistent  with  what  has 
been  required  for  the  2011  and  2012 
Maintenance  of  Certification  Program 
incentives.  We  invite  public  comment 
on  our  proposed  self-nomination  and 
qualification  process  for  entities  who 
wish  to  be  qualified  for  the  2013  and 
2014  Maintenance  of  Certification 
Program  incentive. 

f 

8.  Informal  Review 

We  established  an  informal  review 
process  for  2012  and  beyond  in  theCY 
2012  Medicare  PFS  final  rule  (76  FR 
73390).  In  this  proposed  rule,  we 
address  the  additional  parameters  of 
eligible  professionals  and  group 
practices  subject  to  a  PQRS  payment 
adjustment  requesting  an  informal 
review.  For  eligible  professionals  and 
group  practices  that  are  subject  to  the 
payment  adjustments  that  wish  to 
request  an  informal  review,  in  addition 
to  the  requirements  we  previously 
established,  we  propose  the  following: 

•  For  eligible  professionals  and  group 
practices  wishing  to  submit  an  informal 
review  related  to  the  payment 
adjustment,  we  propose  that  an  eligible 
professional  electing  to  utilize  the 
informal  review  process  must  request  an 
informal  review  by  February  28  of  the 
year  in  which  the  payment  adjustment 
is  being  applied.  For  example,' if  an 
eligible  professional  requests  an 
informal  review  related  to  the  2015  ^ 
payment  adjustment,  the  eligible 
professional  would  be  required  to 
submit  his/her  request  for  an  informal 
review  by  February  28,  2015.  We  believe 
this  deadline  provides  ample  time  for 
eligible  professionals  and  group 
practices  to  discover  that  their 
respective  claims  are  being  adjusted  due 
to  the  payment  adjustment. 

•  Where  we  find  that  the  eligible 
professional  or  group  practice  did 
satisfactorily  report  for  the  payment 
adjustment,  we  propose  to  cease 
application  of  the  payment  adjustment 
and  reprocess  all  claims  that  have  been 
erroneously  adjusted  to  date. 

We  invite  public  comment  on  our 
proposals  for  the  PQRS  informal  review 
process. 

H.  The  Electronic  Prescribing  (eRx) 
Incentive  Program 

We  established  the  requirements  for 
the  2013  and  2014  eRx  Incentive 
Program  in  the  CY  2012  Medicare  PFS 
final  rule  (76  FR  73393).  This  section 
contains  additional  proposals  for  the 
2013  and  2014  eRx  Incentive  Program. 


1.  Proposed  Afternative  Self- 
Nomination  Process  for  Certain  Group 
Practices  Under  the  eRx  GPRO 

In  the  CY  2012  Medicare  PFS  final 
rule  (76  FR  73394),  we  established  that 
a  group  practice  wishing  to  participate 
in  the  eRx  Incentive  Program  under  the 
eRx  GPRO  must  self-nominate  via  the 
web.  However,  we  propose  aii 
alternative  submission  mechanism  for 
self-nomination  by  groups  participating 
in  the  MSSP,  Pioneer  AGO,  or  PGP 
Demonstration.  Specifically,  we  propose 
that  the  participating  TINs  within  these 
groups  that  wish  to  participate  in  the 
eRx  Incentive  Program  using  the  eRx 
GPRO  must  submit  a  self-nomination 
statement  by  sending  a  letter  indicating 
its  intent  to  participate  in  the  eRx 
Incentive  Program  under  the  eRx  GPRO. 
We  also  propose  that  the  group  practice 
must  submit  an  XML  file  describing  the 
eligible  professionals  included  in  the 
group  practice.  We  are  proposing  this 
alternative  submission  mechanism  for 
group  practices  that  are  participating  as 
groups  in  the  MSSP,  Pioneer  AGO,  or 
PGP  Demonstration  because  it  is  not 
technically  feasible  for  CMS  to  receive 
this  information  from  these  group 
practices  via  the  web.  We  invite  public 
comment  on  this  proposed  alternative 
mechanism  for  submitting  self¬ 
nomination  statements  and  the  XML  file 
for  the  types  of  group  practices 
identified  above  that  want  to  participate 
in  the  eRx  Incentive  Program  using  the 
eRx  GPRO. 

2.  The  2013  Incentive:  Proposed 
Criterion  for  Being  a  Successful 
Electronic  Prescriber  for  Groups 
Comprised  of  2-24  Eligible 
Professionals  Selected  To  Participate 
Under  the  eRx  GPRO 

As  stated  in  section  III.G,  we  are 
proposing  to  modify  §  414.90(b)  to 
define  a  group  practice  as  “a  single  Tax 
Identification  Number  (TIN)  with  2  or 
more  eligible  professionals,  as  identified 
by  their  individual  National  Provider 
(NPI),  who  have  reassigned  their 
Medicare  billing  rights  to  the  TIN.” 
Under  §  414.92(b),  we  define  a  group 
practice  as  a  practice  that  indicates  its 
desire  to  participate  in  the  eRx  group 
practice  option  and  meets  the  definition 
of  group  practice  according  to  the  PQRS 
at  §  414.90(b),  or  a  group  practice 
participating  in  certain  other  Medicare 
programs  (for  example,  PGP 
demonstration.  Shared  Savings 
Program).  Therefore,  since  we  are 
proposing  to  change  the  minimum 
group  practice  size  from  25  to  2,  we  are 
proposing  to  add  another  criterion  for 
being  a  successful  electronic  reporter 
under  the  program  for  the  2013 
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Incentive  (for  the  other  criteria  we 
previously  adopted  for  the  ERx  GPRO 
Reporting  Option,  please  see  76  FR 
73407).  Specifically,  we  are  proposing 
the  following  criterion  for  being  a 
successful  electronic  prescriber  for 
group  practices  participating  in  the  eRx 
GPRO  comprised  of  2-24  eligible 
professionals  for  purposes  of  the  2013 
eRx  incentive:  report  the  electronic 
prescribing  measure’s  numerator  code 
during  a  denominator-eligible  encounter 
for  at  least  225  times  during  tbe  12- 
month  2013  incentive  reporting  period 
(January  1,  2013-December  31,  2013). 

We  are  proposing  lower  criterion  for 
group  practices  participating  under  the 
eRx  GPRO  with  2-24  eligible 
professionals  because  we  understand 
that  their  smaller  sizes  necessitate  a 
lower  reporting  threshold.  We  chose 
this  reporting  threshold  because  this 
reporting  threshold  is  familiar  to  group 
practices,  as  this  was  the  threshold 
established  for  group  practices 
comprised  of  11-25  eligible 
professionals  that  participated  in  the 
GPRO  II  in  2010  (75  FR  73509).  We 
invite  public  comment  on  our  proposed 
criterion  for  being  a  successful 
electronic  prescriber  for  the  2013 
incentive  for  groups  comprised  of  2-24 
eligible  professionals. 

3.  The  2014  Payment  Adjustment: 
Proposed  Criterion  for  Being  a 
Successful  Electronic  Prescriber  for 
Groups  Comprised  of  2-24  Eligible 
Professionals  Selected  To  Participate 
Under  tbe  eRx  GPRO 

As  stated  in  section  III.G,  we  are 
proposing  to  modify  §  414.90(b)  to 
define  a  group  practice  as  “a  single  Tax 
Identification  Number  (TIN)  with  2  or 
more  eligible  professionals,  as  identified 
by  their  individual  National  Provider 
(NPI),  who  have  reassigned  their 
Medicare  billing  rights  to  the  TIN.” 
Under  §  414.92(b),  we  define  a  group 
practice  for  the  purposes  of  being  able 
to  participate  under  the  eRx  GPRO  as  a 
practice  that  indicates  its  desire  to 
participate  in  the  eRx  group  practice 
option  and  either  meets  the  definition  of 
group  practice  according  to  the  PQRS  at 
§  414.90(b)  or  is  a  group  practice 
participating  in  certain  other  Medicare 
programs  (for  example.  PGP 
demonstration,  Shared  Savings 
Program).  Therefore,  since  we  are 
proposing  to  change  the  minimum 
group  practice  size  from  25  to  2,  we  are 
proposing  to  add  another  criterion  for 
being  a  successful  electronic  reporter 
under  the  program  for  the  2014  payment 
adjustment  (for  the  other  criteria  we 
previously  adopted  for  the  ERx  GPRO 
Reporting  Option,  please  see  76  FR 
73412-73414).  Specifically,  we  are 


proposing  the  following  criterion  for 
being  a  successful  electronic  prescriber 
for  purposes  of  the  2014  payment 
adjustment  for  group  practices 
comprised  of  2-24  eligible  professionals 
participating  under  the  eRx  GPRO: 
Report  the  electronic  prescribing 
measure’s  numerator  code  at  least  225 
times  for  the  6-month  2014  payment 
adjustment  reporting  period  (January  1, 
2013-June  30,  2013).  We  are  proposing 
this  lower  criterion  for  group  practices 
participating  under  the  eRx  GPRO  with 
,  2-24  eligible  professionals  because  we 
understand  that  their  smaller  sizes 
necessitate  a  lower  reporting  threshold. 
In  addition,  we  note  that  this  reporting 
threshold  is  familiar  to  group  practices, 
as  this  was  the  threshold  established  for 
group  practices  comprised  of  11-25 
eligible  professionals  that  participated 
in  the  GPRO  II  in  2010  (75  FR  73509). 
We  invite  public  comment  on  the 
proposed  criterion  for  being  a  successful 
electronic  prescriber  for  the  2014  eRx 
payment  adjustment  for  the  6-month 
payment  adjustment  reporting  period 
for  group  practices  composed  of  2-24 
eligible  professionals. 

4.  Proposed  Analysis  for  the  Claims- 
Based  Reporting  Mechanism 

We  understand  that,  in  certain 
instances,  it  is  permissible  for  an 
eligible  professional  to  have  their 
Medicare  Part  B  claims  reprocessed. 
Please  note  that,  if  a  Medicare  Part  B 
claim  is  reopened  for  reprocessing,  the 
reprocessing  of  claim'  does  not  allow  an 
eligible  professional  to  attach  a  G-code 
on  a  claim  for  purposes  of  reporting 
quality  measures,  such  as  the  electronic 
prescribing  measure.  Therefore,  we  are 
proposing  to  modify  §414.92  to  indicate 
that  claims  may  not  be  reprocessed  for 
the  sole  purpose  of  attaching  a  reporting 
G-code  on  a  claim. 

5.  Proposed  Significant  Hardship 
Exemptions 

Section  1848(a)(5)(B)  of  the  Act 
provides  that  the  Secretary  may,  on  a 
case-by-case  basis,  exempt  an  eligible 
professional  from  the  application  of  the 
payment  adjustment,  if  the  Secretary 
determines,  subject  to  annual  renewal, 
that  compliance  with  the  requirement 
for  being  a  successful  electronic 
prescriber  would  result  in  a  significant 
hardship.  In  the  CY  2012  final  rule  with 
comment  period,  we  finalized,  as  set 
forth  at  §414.92(c)(2)(ii)(B),  four 
circumstances  under  which  an  eligible 
professional  or  eRx  GPRO  can  request 
consideration  for  a  significant  hardship 
exemption  for  the  2013  and  2014  eRx 
payment  adjustments  (76  FR  73413): 


•  The  eligible  professional  or  group 
practice  practices  in  a  rural  area  with 
limited  high  speed  internet  access. 

•  The  eligible  professional  or  group 
practice  practices  in  an  area  with 
limited  available  pharmacies  for 
electronic  prescribing. 

•  The  eligible  professional  or  group 
practice  is  unable  to  electronically 
prescribe  due  to  local,  state,  or  Federal 
law  or  regulation. 

•  The  eligible  professional  or  group 
practice  has  limited  prescribing  activity, 
as  defined  by  an  eligible  professional 
generating  fewer  than  100  prescriptions 
during  a  6-month  reporting  period. 

We  have  received  feedback  from 
stakeholders  requesting  significant 
hardship  exemptions  from  application 
of  the  eRx  payment  adjustment  based  on 
participation  in  the  EHR  Incentive 
Program,  a  program  which  requires  a 
certain  level  of  electronic  prescribing 
activity.  Under  tbe  EHR  Incentive 
Program,  eligible  professionals^  may 
receive  incentive  payments  beginning  in 
CY  2011  for  successfully  demonstrating 
“meaningful  use”  of  Certified  EHR 
Technology  (CEHRT)  and  will  be  subject 
to  payment  adjustments  beginning  in 
CY  2015  for  failure  to  demonstrate 
meaningful  use.  For  further  explanation 
of  the  statutory  authority  and 
regulations  for  the  EfJR  Incentive 
Program,  we  refer  readers  to  the  July  28, 
2010  final  rule  titled  “Medicare  and 
Medicaid  Programs;  Electronic  Health 
Record  Incentive  Program;  Final  Rule,” 
(75  FR  44314).  As  a  result  of  such 
feedback,  we  believe  that  in  certain 
circumstances  it  may  be  a  significant 
hardship  for  eligible  professionals  and 
group  practices  who  are  participants  of 
the  EHR  Incentive  Program  to  comply 
with  the  successful  electronic  prescriber 
requirements  of  the  eRx  Incentive 
Program.  Therefore,  we  are  proposing  to 
revise  the  regulation  at 
§  414.92(c)(2)(ii)(B)  to  add  the  following 
two  additional  significant  hardship 
exemption  categories  for  the  2013  and 
2014  eRx  payment  adjustments; 

•  Eligible  professionals  or  group 
practices  who  achieve  meaningful  use 
during  certain  eRx  payment  adjustment 
reporting  periods. 

•  Eligible  professionals  or  group 
practices  who  demonstrate  intent  to 
participate  in  the  EHR  Incentive 
Program  and  adoption  of  Certified  EHR 
Technology. 


*  “Eligible  professional”  is  defined  for  the  EHR 
Incentive  Program  at  42  CFR  495.4,  495.100,  and 
495.304. 
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A.  Eligible  Professionals  or  Group 
Practices  Who  Achieve  Meanin^ul  Use 
During  Certain  2013  and  2014  eRx 
Payment  Adjustment  Reporting  Periods 

Under  Stage  1  of  meaningful  use  for 
the  EHR  Incentive  Program,  an  eligible 
professional  is  required  to  meet  certain 
objectives  and  associated  measures  in 
order  to  achieve  meaningful  use.  One  of 
these  objectives  is  for  the  eligible 
professional  to  generate  and  transmit 
permissible  prescriptions  electronically, 
and  the  measure  of  whether  the  eligible 
professional  has  met  this  objective  is 
more  than  40  percent  of  all  permissible 
prescriptions  written  by  the  eligible 
professional  are  transmitted 
electronically  using  Certified  EHR 
Technology  (§  495.6(d)(4)).  We  note  that 
the  EHR  Incentive  Program  and  the  eRx 
Incentive  Program  share  a  common  goal 
of  encouraging  electronic  prescribing 
and  the  adoption  of  technology  that 
enables  eligible  professionals  to 
electronically  prescribe.  This  goal  is 
advanced  under  each  program  via  the 
respective  program  requirements — the 
electronic  prescribing  objective  under 
the  EHR  Incentive  Program  and  the 
requirement  that  an  EP  be  a  “successful 
electronic  prescriber”  under  the  eRx 
Incentive  Program.  Indeed,  both 
programs  require  that  the  eligible 
professionals  indicate  their  electronic 
prescribing  activity.  Under  the  EHR 
Incentive  Program,  an  eligible 
professional  must  attest  to  the 
percentage  of  his  or  her  permissible 
prescriptions  that  were  generated  and 
transmitted  electronically  using 
Certified  EHR  Technology  during  the 
applicable  EHR  reporting  period,  which 
must  exceed  40  percent.  Under  the  eRx 
Incentive  Program,  to  avoid  the  payment 
adjustment,  eligible  professional  must 
be  a  successful  electronic  prescriber,' 
which  is  achieved  by  the  reporting  of 
the  eRx  quality  measure  a  certain 
number  of  instances  during  the 
applicable  reporting  period  (each 
instance  of  reporting  of  the  eRx  quality, 
which  includes  reporting  of  specific 
quality  data  codes,  signifies  that  the 
professional  generated  an  electronic 
prescription  for  a  specified  service  or 
encounter).  In  most  cases,  we  believe 
the  electronic  prescribing  objective  of 
meaningful  use  would  be  a  more 
rigorous  standard  for  eligible 
professionals  to  meet  than  the  standard 
adopted  under  the  eRx  Incentive 
Program  (as  demonstrated  via  the 
reporting  of  the  eRx  quality  measure).  In 
addition,  there  seems  to  be  no  added 
benefit  with  regard  to  reporting 
(presumably  lower)  electronic 
prescribing  activity  under  the  eRx 
Incentive  Program  given  that  the 


identical  goals  (encouraging  electronic 
prescribing)  of  both  programs  would 
have  been  fulfilled  through  the  eligible 
professional’s  achievement  of 
meaningful  use.  For  those  reasons,  we 
believe  it  may  pose  a  significant 
hardship  for  eligible  professionals  who 
are  meaningful  EHR  users  to 
additionally  comply  with  the 
requirements  of  being  a  successful 
electronic  prescriber  under  the  eRx 
Incentive  program. 

For  the  reasons  stated,  under  this 
proposed  significant  hardship  category, 
we  propose  that  individual  eligible 
professionals  (and  every  eligible 
professional  member  of  a  group  practice 
group  practice  practices  for  the  2014 
payment  adjustment  only)  would  need 
to  achieve  meaningful  use  of  Certified 
EHR  Technology  for  a  continuous  90- 
day  EHR  reporting  period  (as  defined  for 
the  EHR  Incentive  Program)  that  falls 
within  the  6-month  reporting  period 
(January  1-June  30,  2012)  for  the  2013 
eRx  payment  adjustment  or  the  12-  or  6- 
month  reporting  periods  (January  1- 
December  31,  2012  or  Januaryl-June  30, 
2013,  respectively)  for  the  2014  eRx 
payment  adjustment  to  be  eligible  to 
request  a  significant  hardship 
exemption.  We  also  propose  that  for 
purposes  of  the  2013  and  2014  eRx 
payment  adjustments  this  hardship 
exemption  category  would  apply  to 
individual  EPs  and  group  practices  (that 
is,  every  member  of  the  group)  who 
instead  achieve  meaningful  use  of 
Certified  EHR  Technology  for  an  EHR 
reporting  period  that  is  the  full  CY  2012. 
In  section  III.H.5.b.  below,  we  discuss 
the  proposed  deadlines  and  procedures 
for  requesting  consideration  of  an 
exemption  under  this  proposed 
significant  hardship  exemption 
category. 

R.  Eligible  Professionals  or  Group 
Practices  Who  Demonstrate  Intent  To 
Participate  in  the  EHR  Incentive 
Program  and  Adoption  of  Certified  EHR 
Technology 

We  note  that  we  finalized  at 
§414.92(c)(2)(ii)(A)(3)  a  significant 
hardship  exemption  category  for  the 
2012  eRx  payment  adjustment,  under 
which  eligible  professionals  and  group 
practices  seeking  consideration  for  an 
exemption  were  required  to  register  to 
participate  in  the  EHR  Incentive 
Program  and  adopt  CEHRT  (76  FR 
54958).  That  significant  hardship 
category  addressed  significant  hardships 
relating  to  the  selection,  purchase  and 
adoption  of  eRx  technology  (for 
example,  potential  significant  financial 
hardship  of  purchasing  two  sets  of  eRx 
equipment  for  both  programs)  that  may 
have  occurred  as  a  result  of  the  timing 


of  the  release  of  the  standards  and 
requirements  for  CEHRT  and  the 
Certified  Health  IT  Product  List,  the 
establishment  of  the  respective  program 
requirements  for  the  eRx  and  EHR 
Incentive  Programs,  and  the  2012  eRx 
payment  adjustment  reporting  periods. 
Given  that  eligible  professionals  have 
had  adequate  time  to  identify  EHR 
products  that  have  been  certified  and 
that  the  requirements  for  these  programs 
have  been  implemented  and,  various 
stages  of  reporting  are  underway,  we  do 
not  believe  this  significant  hardship 
exemption  category  would  continue  to 
be  applicable  for  the  2013  and  2014  eRx 
payment  adjustments.  We  understand, 
however,  that  although  an  eligible 
professional  may  now  have  the  requisite 
information  about  requirements  for 
CEHRT  and  each  respective  program, 
there  may  nevertheless  exist  a 
significant  hardship  with  regard  to 
compliance  with  the  requirements  for 
being  a  successful  electronic  prescriber 
under  the  eRx  Incentive  Program,  given 
the  nature  of  CEHRT  and  how  it  is  used/ 
implemented  in  one’s  practice. 

When  an  eligible  professional  or 
eligible  professional  in  a  group  practice 
first  adopts  CEHRT,  we  understand 
significant  changes  may  be  required 
with  regard  to  how  the  eligible 
professional’s  practice  operates.  Further, 
necessary  steps  are  involved  in  fully 
implementing  CEHRT  once  it  has  been 
adopted,  including:  installation, 
configuration,  customization,  training, 
workflow  redesign  and  the 
establishment  of  connectivity  with 
entities  that  facilitate  electronic  health 
information  exchange  (such  as  for 
electronic  prescriptions).  Thus,  we 
believe  it  would  be  difficult  for  an 
eligible  professional  or  eligible 
professional  in  a  group  practice  who  has 
adopted  CEHRT  to  be  able  to  begin 
electronically  prescribing  on  day  one. 
Rather,  we  expect  a  natural  lag  time 
would  likely  occur  between  an  eligible 
professional’s  adoption  of  CEHRT  and 
the  point  at  which  CEHRT  has  been 
fully  implemented  such  that  an  eligible 
professional  could  begin  electronically 
prescribing.  We  believe  this 
implementation  timeline  may  pose  a 
significant  hardship  for  an  eligible 
professional  or  group  practice  who 
seeks  to  comply  with  the  requirements 
for  being  a  successful  electronic 
prescriber  under  the  eRx  Incentive 
Program  and  also  participate  for  the  first 
time  in  the  EHR  Incentive  Program. 
Under  the  EHR  Incentive  Program,  an 
eligible  professional  who  is 
demonstrating  meaningful  use  of 
CEHRT  for  the  first  time  must  do  so  for 
any  continuous  90-day  period  within 
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the  calendar  year  (the  “EHR  reporting 
period”).  In  the  absence  of  this 
significant  hardship  exemption 
category,  eligible  professionals  or  group 
practices  who  choose  a  90-day  EHR 
reporting  period  that  falls  later  in  the 
year  may  potentially  have  to  adopt  two 
systems  (for  example,  a  stand-alone 
electronic  prescribing  system  for 
purposes  of  participating  in  the  eRx 
Incentive  Program,  and  CEHRT  for 
purposes  of  participating  in  the  EHR 
Incentive  Program),  which  could  be 
financially  burdensome.  Alternatively, 
such  eligible  professionals  who  wish  to 
use  CEHRT  for  purposes  of  participating 
in  both  programs  may  potentially  have 
to  adopt  and  implement  CEHRT  well  in 
advance  of  their  90-day  EHR  reporting 
period  in  order  to  meet  an  earlier 
reporting  period  for  the  eRx  Incentive 
Program. 

Therefore,  for  the  2013  and  2014  eRx 
payment  adjustments,  we  are  proposing 
a  signihcant  hardship  exemption 
category  to  address  this  situation.  We 
believe,  however,  that  for  this  category 
it  is  necessary  for  eligible  professionals 
and  group  practices  to  show  they  intend 
to  participate  in  the  EHR  Incentive 
Program  for  the  first  time  and  have 
adopted  CEHRT.  Therefore,  to  be 
eligible  for  consideration  for  an 
exemption  under  this  proposed 
significant  hardship  exemption  category 
for  the  2013  and  2014  eRx  payment 
adjustments,  we  propose  that  eligible 
professionals  or  group  practices  must 
register  to  participate  in  the  Medicare  or 
Medicaid  EHR  Incentive  Programs  and 
adopt  CEHRT  by  a  date  specified  by 
CMS.  We  further  note  that,  given  the 
nature  of  the  significant  hardship  at 
issue  under  this  category,  this  proposal 
would  be  limited  to  eligible 
professionals  and  group  practices  (that 
is,  every  individual  EP  member  of  the 
group  practice):  (1)  Who  have  not 
previously  adopted  CEHRT  or  received 
an  incentive  payment  under  the 
Medicare  or  Medicaid  EHR  Incentive 
Programs;  and  (2)  who  attempt  to 
participate  in  the  Medicare  or  Medicaid 
EHR  Incentive  Programs  from  January  2, 
2012  through  October  15,  2012,  or  the 
effective  date  of  the  final  rule  (which 
includes  the  6-month  2013  eRx  payment 
adjustment  reporting  period  of  January 
1.  2012-June  30,  2012)  for  the  2013  eRx 
payment  adjustment,  or  during  the  6 
month  payment  adjustment  reporting 
period  for  the  2014  eRx  payment 
adjustment  (January  1,  2013  through 
June  30,  2013). 

With  respect  to  eligible  professionals 
or  group  practices  who  intend  to  adopt 
EHR  technology  in  the  future  or  have 
not  yet  taken  the  steps  required  in  order 
to  apply  for  this  significant  hardship 


exemption,  we  believe  that  mere  intent 
to  adopt  CEHRT  or  attest  at  a  later  date 
does  not  sufficiently  demonstrate  that 
an  eligible  professional  will  adopt 
CEHRT  to  participate  in  the  Medicare  or 
Medicaid  EHR  Incentive  Programs. 
Unlike  those  eligible  professionals  who 
would  have  registered  for  the  Medicare 
or  Medicaid  EHR  Incentive  Programs 
and  have  adopted  CEHRT  available  for 
immediate  use,  we  would  have  to 
monitor  and  provide  oversight  over 
those  eligible  professionals  who  have 
not  yet  taken  these  steps  to  participate 
in  the  Medicare  or  Medicaid  EHR 
Incentive  Programs.  We  also  do  not 
believe  that  such  eligible  professionals 
or  group  practices  would  necessarily  be 
facing  a  significant  hardship  as 
contemplated  in  this  proposed 
exemption- category.  Accordingly,  all  of 
the  proposed  requirements  to  qualify  for 
an  exemption  under  this  significant 
hardship  exemption  category  would 
need  to  be  met  by  the  time  the  eligible 
professional  requests  an  exemption.  In 
section  III.H.S.b.  below,  we  discuss  the 
proposed  deadlines  and  procedures  for 
requesting  consideration  of  an 
exemption  under  this  proposed 
significant  hardship  exemption 
category.  We  invite  public  comment  on 
these  two  proposed  significant  hardship 
exemption  categories  for  the  2013  and 
2014  payment  adjustments. 

C.  Proposed  Deadlines  and  Procedures 
for  Requesting  Significant  Hardship 
Exemptions 

In  the  CY  2012  final  rule  with 
comment  period,  we  established  a 
process  whereby  eligible  professionals 
would  submit  significant  hardship 
exemptions  for  the  existing  significant 
hardship  exemption  categories  for  the 
eRx  payment  adjustments  (76  FR 
54963).  Unfortunately,  with  respect  to 
submitting  these  proposed  significant 
hardship  exemptions  for  the  2013  eRx 
payment  adjustment,  it  would  not  be 
operationally  feasible  to  accept 
significant  hardship  exemption  requests 
in  the  manner  we  previously 
established.  Therefore,  we  propose  that, 
in  order  to  request  a  significant 
hardship  under  the  two  proposed 
significant  hardship  exemption 
categories  for  the  2013  eRx  payment 
adjustment,  CMS  would  analyze  the 
information  provided  to  us  in  the 
Registration  and  Attestation  System 
under  the  EHR  Incentive  Program  to 
determine  whether  the  eligible 
professional  or  group  practice  (that  is, 
every  EP  member  of  the  group  practice) 
has  either  (1)  achieved  meaningful  use 
under  the  EHR  Incentive  Program 
during  the  applicable  reporting. periods 
we  noted  previously,  or  (2)  registered  to 


participate  in  the  EHR  Incentive 
Program  via  the  Registration  and 
Attestation  system  for  the  EHR  Incentive 
Program  (located  at  https:// 
ehrincentives.cms.gov/hitech/ 
login.action)  and  adopted  CEHRT,  or 
both,  if  applicable.  We  understand  that 
providing  an  eligible  professionals 
CEHRT  product  number  is  an  optional 
field  in  the  Registration  Page.  Please 
note  that  if  requesting  a  significant 
hardship  exemption  under  proposed 
category  2,  the  eligible  professional 
must  provide  its  CEHRT  product 
number  when  registering  for  the  EHR 
Incentive  Program.  In  the  event  that  it 
is  not  operationally  feasible  to  accept 
this  information  via  the  Registration  and 
Attestation  system  for  the  EHR  Incentive 
Program,  we  propose  that  we  would 
accept  requests  for  significant  hardship 
exemptions  under  these  two  proposed 
categories  via  a  mailed  letter  to  CMS  to 
the  following  address:  Centers  for 
Medicare  &  Medicaid  Services,  Office  of 
Clinical  Standards  and  Quality,  Quality 
Measurement  and  Health  Assessment 
Group,  7500  Security  Boulevard,  Mail 
Stop  S3-02-01,  Baltimore,  MD  21244- 
1850. 

Regardless  of  which  method  is 
finalized  for  the  2013  eRx  payment 
adjustment,  we  propose  that  eligible 
professionals  would  be  required  to 
submit  this  significant  hardship 
requests  by  October  15,  2012  or  the 
effective  date  of  the  final  rule  for  this 
provision,  whichever  is  later.  For  those 
eligible  professionals  who  request  a 
significant  hardship  exemption  based 
on  achieving  meaningful  use  under  the 
EHR  Incentive  Program  during  the  12- 
or  6-month  reporting  periods  for  the 
2013  payment  adjustment,  we  also 
propose  that  the  eligible  professional 
would  be  required  to  have  attested 
under  the  EHR  Incentive  Program  by 
October  15th  of  2012  (or  if  later,  the 
effective  date  of  the  final  rule),  in  order 
to  qualify  for  a  significant  hardship 
exemption  for  the  2013  payment 
adjustment.  For  those  eligible 
professionals  requesting  a  significant 
hardship  exemption  for  the  2013  eRx 
payment  adjustment  under  the  second 
proposed  significant  hardship 
exemption  category  (that  is,  intent  to 
participate  in  the  EHR  Incentive 
Program  and  adoption  of  CEHRT),  we 
propose  that  these  eligible  professionals 
who  intend  to  participate  in  the  EHR 
Incentive  Program  from  January  1,  2011 
through  October  15,  2012  or  the 
effective  date  of  the  final  rule  would  be 
required  to  register  for  the  EHR  . 
Incentive  Program  and  adopt  CEHRT  by 
the  same  deadline  noted  above,  in  order 
to  qualify  for  a  significant  hardship 
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exemption  for  the  2013  eRx  payment  * 
adjustment. 

We  note  that  we  are  proposing  a  later 
deadline  of  October  15,  2012  (or  the 
effective  date  of  the  final  rule,  if  later) 
for  the  submission  of  these  requests 
because  the  deadline  for  submitting 
requests  under  other  previously 
established  significant  hardship 
exemption  categories  to  the  2013  eRx 
payment  adjustment  (June  30,  2012)  has 
passed  and  other  similar  dates  we  might 
choose  would  likely  have  passed  by  the 
time  the  final  rule  is  effective.  We  note 
that  this  October  15,  2012  deadline  is 
consistent  with  our  intent  to  finalize  our 
proposals  related  to  these  two 
additional  significant  hardship 
exemptions  in  early  Fall  2012,  prior  to 
the  publication  of  the  CY  2013  Medicare 
PFS  final  rule.  However,  to  the  extent 
we  are  not  able  to  finalize  these 
proposals  in  the  Fall  2012,  please  note 
that  we  may  finalize  the  provisions 
related  to  the  two  proposed  significant 
hardship  exemption  categories  in  the 
CY  2013  Medicare  PFS  final  rule.  If 
such  is  the  case,  we  propose  to  extend 
the  October  15,  2012  deadline  to  the 
effective  date  of  the  CY  2013  Medicare 
PFS  final  rule. 

In  addition,  we  would  like  to  be  able 
to  process  all  such  requests  before  we 
begin  making  the  claims  processing 
systems  changes  later  this  year  to  adjust 
eligible  professionals’  or  group 
practices’  payments  starting  on  January 
1,  2013.  However,  we  anticipate  that,  in 
some  cases,  particularly  in  instances 
where  eligible  professionals  submit 
significant  hardship  exemption  requests 
closer  towards  the  deadline,  we  may  not 
be  able  to  complete  our  review  of  the 
requests  before  the  claims  processing 
systems  updates  are  made  to  begin 
reducing  eligible  professionajs’  and 
group  practices’  PFS  amounts  in  2013. 

In  such  cases,  if  we  ultimately  approve 
the  eligible  professional  or  group 
practice’s  request  for  a  significant 
hardship  exemption  after  January  1, 
2013,  we  would  need  to  reprocess  all 
claims  for  services  furnished  up  to  that 
point  in  2013  that  were  paid  at  the 
reduced  PFS  amount,  which  we 
anticipate  may  take  several  months.  In 
order  to  avoid  the  reprocessing  of 
claims,  we  encourage  eligible 
professionals  who  would  be  submitting 
a  significant  hardship  exemption 
request  under  these  two  categories  to  do 
so  as  soon  as  possible,  rather  than 
waiting  until  the  deadline  to  submit 
such  a  request. 

We  note  that  we  are  only  proposing 
submission  of  requests  for  significant 
hardship  exemptions  under  these  2 
categories  under  an  individual  eligible 
professional  level  only  because  it  is  not 


technically  feasible  for  us  to 
operationally  analyze  information  on 
the  EHR  Incentive  Program’s 
Registration  and  Attestation  page  using 
the  TIN,  as  the  information  stored  in 
this  system  is  stored  by  NPI.  However, 
we  seek  not  to  preclude  eligible 
professionals  currently  in  an  eRx  GPRO 
for  2012  from  submitting  requests  for 
significant  hardship  exemptions  under 
these  2  proposed  categories.  Therefore, 
to  allow  the  submission  of  significant 
hardship  requests  for  the  2013  eRx 
payment  adjustment  under  these  2 
proposed  categories,  we  propose  that 
eligible  professionals  within  an  eRx 
GPRO  may,  as  individuals,  request  a 
significant  hardship  exemption  under 
these  2  proposed  categories.  Please  note, 
however,  that  if  an  entire  eRx  GPRO 
wishes  to  request  a  significant  hardship 
exemption  under  these  2  proposed 
categories,  then  each  eligible 
professional  in  the  group  practice  must 
submit  a  request. 

With  respect  to  submitting  exemption 
requests  for  the  2  proposed  significant 
hardship  exemption  categories  for  the 
2014  el^  payment  adjustment,  we 
propose  the  following  method  for 
submitting  a  request  for  a  significant 
hardship  exemption;  Via  the 
Communication  Support  Page‘(which  is 
the  method  established  for  submitting 
the  established  significant  hardship 
exemption  categories). 

In  addition,  we  considered  accepting 
significant  hardship  exemption  requests 
for  the  2  proposed  significant  hardship 
exemption  categories  for  the  2014  eRx 
payment  adjustment  by  CMS  receiving 
eligible  professional’s  information 
through  the  Registration  and  Attestation 
System  for  the  EHR  Incentive  Program 
(similar  to  our  proposed  submission 
process  for  the  2013  eRx  payment 
adjustment)  and  via  a  mailed  letter  to 
CMS  using  the  following  address: 
Centers  for  Medicare  &  Medicaid 
Services,  Office  of  Clinical  Standards 
and  Quality,  Quality  Measurement  and 
Health  Assessment  Group,  7500 
Security  Boulevard,  Mail  Stop  S3-02- 
01,  Baltimore,  MD  21244-1850.  We 
invite  public  comment  on  these 
considered  submission  options. 

We  propose  that  the  deadline  for 
submitting  these  significant  hardship 
exemption  requests  for  the  2014  eRx 
payment  adjustment  would  be  June  30, 
2013,  which  i5  the  same  deadline 
established  for  submitting  a  significant 
hardship  exemption  request  for  the 
existing  significant  hardship  exemption 
categories.  Additionally,  and  consistent 
with  our  proposal  for  the  2013  eRx 
payment  adjustment,  we  propose  that  an 
eligible  professional  or  group  practice 
(that  is,  all  members  of  the  practice)  that 


achieves  meaningful  use  under  the  EHR 
Incentive  Program  during  the  6-  or  12- 
month  reporting  periods  for  the  2014 
eRx  payment  adjustment  would  be 
required  to  attest  by  June  30,.  2013. 
Similarly,  for  eligible  professionals 
requesting  a  significant  hardship 
exemption  for  the  2014  eRx  payment 
adjustment  under  the  second  proposed 
significant  hardship  exemption  category 
(i.e.,  intent  to  participate  in  the  EHR 
Incentive  Program  and  adoption  of 
CEHRT),  we  propose  that  these  eligible 
professionals  who  intend  to  participate 
in  the  EHR  Incentive  Program  during 
the  last  six  months  of  2013  would  be 
required  to  register  for  the  EHR 
Incentive  Program  and  adopt  CEHRT  by 
June  30,  2013,  in  order  to  qualify  for  a 
significant  hardship  exemption  for  the 
2014  eRx  payment  adjustment.  We 
understand  that  these  deadlines  may 
exclude  some  eligible  professionals  who 
attest  or  register  for  the  EHR  Incentive 
Program  at  later  dates,  but  these 
deadlines  are  necessary  in  order  to 
avoid  the  reprocessing  of  claims.  We 
note,  however,  that  these  proposed 
deadlines  would  not  extend  any 
deadlines  applicable  under  the  EHR 
Incentive  Program.  That  is,  for  purposes 
of  the  EHR  Incentive  Program,  an 
eligible  professional  must  still  attest  to 
being  a  meaningful  user  by  the  deadline 
established  under  the  EHR  Incentive 
Program,  even  if  such  deadline  falls 
prior  to  the  proposed  eRx  Incentive 
program  significant  hardship  exemption 
deadline.  We  invite  public  comment  on 
this  proposed  process  for  submitting 
requests  significant  hardship 
exemptions  under  these  two  proposed 
categories. 

6.  Informal  Review 

To  better  facilitate  issues  surrounding 
the  issuance  of  incentives  and  payment 
adjustments,  we  propose  to  establish  an 
informal  review  process  for  the  eRx 
Incentive  Program.  We  are  proposing  an 
informal  review  process  similar  to  the 
informal  review  process  established  for 
the  PQRS  (76  FR  73390),  because 
eligible  professionals  and  group 
practices  are  already  familiar  with  this 
process.  The  proposed  informal  review 
process,  which  is  described  below, 
would  only  be  available  for  the  2013 
eRx  incentive  payments  and  the  2014 
eRx  payment  adjustment. 

For  an  informal  review  regarding  the 
2013  incentive,  we  propose  that  an 
eligible  professional  or  group  practice 
must  request  an  informal  review  within 
90  days  of  the  release  of  his  or  her 
feedback  report,  irrespective  of  when  an 
eligible  professional  or  group  practice 
actually  accesses  his/her  feedback 
report. 
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For  an  informal  review  regarding  the 
2014  payment  adjustment,  we  propose 
that  an  eligible  professional  or  group 
practice  must  request  an  informal 
review  by  January  31,  2013.  We  believe 
this  deadline  provides  ample  time  for 
eligible  professionals  and  group 
practices  to  discover  that  their 
respective  claims  are  being  adjusted  due 
to  the  2014  payment  adjustment  and 
seek  informal  review. 

We  propose  that  the  request  must  be 
submitted  in  writing  and  summarize  the 
concem(s)  and  reasons  for  requesting  an 
informal  review.  In  its  request  for  an 
informal  review,  eligible  professional 
may  also  submit  other  information  to 
assist  in  the  review.  We  propose  that  an 
eligible  professional  may  request  an 
informal  review  through  the  web.  We 
believe  use  of  the  web  would  provide  a 
more  efficient  way  for  CMS  to  record 
informal  review  requests,  as  the  web 
would  guide  the  eligible  professional 
through  the  creation  of  an  informal 
review  requests.  For  example,  the  web- 
based  tool  would  prompt  an  eligible 
professional  of  any  necessary 
information  he  or  she  must  provide. 
Should  it  be  technically  not  feasible  to 
receive  requests  for  informal  reviews  via 
the  web,  we  propose  that  as  eligible 
professional  would  be  able  to  request  an 
informal  review  via  email. 

We  further  propose  that  we  would 
make  our  determination  and  provide  the 
eligible  professional  or  group  practice 
with  a  written  response  to  his  or  her 
request  for  an  informal  review  within 
90  days  of  receiving  the  request. 

Based  on  our  informal  review  and 
once  we  have  made  a  determination,  we 
propose  that  we  would  provide  the 
eligible  professional  or  group  practice  a 
written  response.  Where  we  find  that 
'  the  eligible  professional  or  group 
practice  did  successfully  report  for  the 
2013  incentive,  we  would  provide  the 
eligible  professional  or  group  practice 
with  the  applicable  incentive  payment. 
Where  we  find  that  the  eligible 
professional  or  group  practice  did 
successfully  report  (that  is,  meet  criteria 
for  being  a  successful  electronic 
prescriber)  for  purposes  of  the  2014 
payment  adjustment,  we  would  cease 
application  of  the  2014  payment 
adjustment  and  reprocess  all  claims  that 
have  been  adjusted.  We  further  propose 
that  decisions  based  on  the  informal 
review  would  be  final,  and  there  would 
be  no  further  review  or  appeal. 

We  invite  public  comment  on  our 
proposals  for  the  eRx  Incentive  Program 
informal  review  process  for  the  2013 
incentive  and  the  2014  payment 
adjustment. 


a.  Proposed  Criteria  for  the  PQRS- 
Medicare  EHR  Incentive  Pilot 

The  Medicare  EHR  Incentive  Program 
provides  incentive  payments  to  eligible 
professionals  (EPs)  who  demonstrate 
meaningful  use  of  certified  EHR 
technology  (CEHRT).  EPs  who  fail  to 
demonstrate  meaningful  use  will  be 
subject  to  payment  adjustments 
beginning  in  2015.  We  established  a 
phased  approach  to  meaningful  use, 
which  we  expect  will  include  three 
stages  (75  FR  44321),  and  all  EPs  are 
currently  in  Stage  1.  In  the  CY  2012 
Medicare  PFS  final  rule,  we  established 
the  PQRS-Medicare  EHR  Incentive  Pilot 
in  an  effort  to  pilot  the  electronic 
submission  of  CQMs  for  the  Medicare 
EHR  Incentive  Program  and  move 
towards  the  alignment  of  quality 
reporting  requirements  between  Stage  1 
of  the  Medicare  EHR  Incentive  Program 
and  the  PQRS  (76  FR  73422).  We  refer 
readers  to  the  final  rule  for  further 
explanation  of  the  requirements  of  the 
Pilot  (76  FR  73422-73425).  Specifically, 
we  established  that  an  EP  participating 
in  the  PQRS-Medicare  EHR  Incentive 
Pilot  would  be  able  to  report  clinical 
quality  measures  (CQMs)  data  extracted 
from  Certified  EHR  Technology  via  use 
of  a  PQRS  qualified  direct  EHR  product 
or  PQRS  qualified  EHR  data  submission 
vendor  product  (76  FR  73422).  We 
propose  to  modify  §495.8  to  extend  this 
Pilot  for  the  2013  payment  year  as  it  was 
finalized  for  the  2012  payment  year.  We 
are  also  proposing  to  remove  from 
§495.8(a)(2)(v)  the  cross-reference  to 
§495.6(d)(10)  in  order  to  conform  with 
the  proposed  changes  to  §  495.6(d)  that 
were  included  in  the  EHR  Incentive 
Program — Stage  2  NPRM  (77  FR  13698, 
13702).  This  proposal  includes  the 
following:' 

•  For  the  2013  payment  year  only, 

EPs  intending  to  participate  in  the 
PQRS-Medicare  EHR  Incentive  Pilot 
may  use  a  PQRS  qualified  EHR  data 
submission  vendor  product  that  would 
submit  CQM  data  extracted  from  the 
EP’s  CEHRT  to  CMS.  Under  this  option, 
identical  to  the  submission  process  used 
for  the  Pilot  in  2012  for  the  2012 
payment  year,  the  PQRS  qualified  EHR 
data  submission  vendor  would  calculate 
the  CQMs  from  the  EP’s  CEHRT  and 
then  submit  the  calculated  results  to 
CMS  on  the  EP’s  behalf  via  a  secure 
portal  for  purposes  of  this  Pilot. 

•  For  the  2013  payment  year  only, 
identical  to  the  submission  process  used 
for  the  Pilot  in  2012  for  the  2012 
payment  year,  EPs  intending  to 
participate  in  the  PQRS-Medicare  EHR 
Incentive  Pilot  may  use  a  PQRS 
qualified  direct  EHR  product  to  submit 
CQM  data  directly  from  his  or  her 


CEHRT  to  CMS  via  a  secure  portal  using 
the  infrastructure  of  the  PQRS  EHR- 
based  reporting  mechanism. 

In  addition,  for  the  2013  payment 
year,  we  are  proposing  to  extend  the  use 
of  attestation  as  a  reporting  method  for 
the  CQM  component  of  meaningful  use 
for  the  EHR  Incentive  Program.  For 
2013,  EPs  would  be  able  to  continue  to 
report  by  attestation  CQM  results  as 
calculated  by  CEHRT,  as  they  did  for 
2011  and  2012.  We  refer  readers  to  the 
EHR  Incentive  Program — Stage  1  final 
rule  for  further  explanation  of  the  CQM 
reporting  criteria  for  EPs  and  attestation 
(75  FR  44386-44411,  44430-44434). 

We  invite  public  comment  on  our 
proposal  to  extend  the  PQRS-Medicare 
EHR  Incentive  Pilot  and  attestation  as  it 
was  established  for  the  2012  payment 
year  to  the  2013  payment  year.  Please 
note  that  we  are  only  proposing  the 
extension  of  the  PQRS-Medicare  EHR 
Incentive  Pilot  to  the  2013  payment 
year,  because  Stage  2  of  the  EHR 
'Incentive  Program  is  expected  to  begin 
in  2014.  The  proposals  for  Stage  2  of  the 
EHR  Incentive  Program  were  provided 
in  a  standalone  proposed  rule  published 
on  March  7,  2012  (77  FR  13698). 

I.  Medicare  Shared  Savings  Program 

1.  Medicare  Shared  Savings  Program 
and  Physician  Quality  Reporting  System 
Payment  Adjustment 

Under  section  1899  of  the  Act,  CMS 
has  established  a  Medicare  Shared 
Savings  Program  (Shared  Savings 
Program)  to  facilitate  coordination  and 
cooperation  among  providers  to 
improve  the  quality  of  care  for  Medicare 
Fee-For-Service  (FFS)  beneficiaries  and 
reduce  the  rate  of  growth  in  healthcare 
costs.  Eligible  groups  of  providers  and 
suppliers,  including  physicians, 
hospitals,  and  other  healthcare 
providers,  may  participate  in  the  Shared 
Savings  Program  by  forming  or 
participating  in  an  Accountable  Care  , 
Organization  (ACO).  The  final  rule 
implementing  the  Shared  Savings 
Program  appeared  in  the  Federal 
Register  on  November  2,  2011 
(Medicare  Shared  Savings  Prograrp: 
Accountable  Care  Organizations  Final 
Rule  (76  FR  67802)). 

Section  1899(b)(3)(D)  of  the  Act 
affords  the  Secretary  discretion  to 
“*  *  *  incorporate  reporting 
requirements  and  incentive  payments 
related  to  the  physician  quality 
reporting  initiative  (PQRI),  under 
section  1848  of  the  Act,  including  such 
requirements  and  such  payments  related 
to  electronic  prescribing,  electronic 
health  records,  and  other  similar 
initiatives  under  section  1848  *  *  *” 
and  permits  the  Secretary  to  “use 
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alternative  criteria  than  would 
otherwise  apply  [under  section  1848  of 
the  Act]  for  determining  whether  to 
make  such  payments.”  Under  this 
authority,  we  incorporated  certain 
Physician  Quality  Reporting  System 
(PQRS)  reporting  requirements  and 
incentive  payments  into  the  Shared 
Savings  Program  (76  FR  67902).  In  the 
Shared  Savings  Program,  final  rule,  we 
finalized  the  following  requirements 
with  regard  to  PQRS  incentive  payments 
under  the  Shared  Savings  Program:  (1) 
The  22  GPRO  quality  measures 
identified  in  Table  1  of  the  final  rule  (76 
FR  67889-67890);  (2)  reporting  via  the 
GPRO  web  interface  (76  FR  67893);  (3) 
criteria  for  satisfactory  reporting  (76  FR 
67900);  and  (4)  January  1  through 
December  31  as  the  reporting  period. 

The  regulation  governing  the 
incorporation  of  PQRS  incentives  and 
reporting  requirements  under  the 
shared  Savings  Program  is  set  forth  at 
§425.504. 

Under  §  425.504(a)(1),  ACOs,  on 
behalf  of  their  AGO  provider/suppliers 
who  are  eligible  professionals,  must 
submit  the  measures  determined  under 
§  425.500  using  the  GPRO  web  interface 
established  by  CMS,  to  qualify  on  behalf 
of  their  eligible  professionals  for  the 
PQRS  incentive  under  the  Shared 
Savings  Program.  AGO  providers/ 
suppliers  that  are  eligible  professionals 
constitute  a  group  practice  for  purposes 
of  qualifying  for  a  PQRS  incentive  under 
the  Shared  Savings  Program.  Under 
§425.504(a)(2)(ii),  an  AGO,  on  behalf  of 
its  AGO  providers/suppliers  who  are 
eligible  professionals,  must 
satisfactorily  report  the  measures 
determined  under  the  Shared  Savings 
Program  during  the  reporting  period 
according  to  the  method  of  submission 
established  by  CMS  in  order  to  receive 
a  PQRS  incentive  under  the  Shared 
Savings  Program.  For  the  years  in  which 
a  PQRS  incentive  is  available,  if  eligible 
professionals  that  participate  in  an  AGO 
as  AGO  providers/suppliers  qualify  for 
a  PQRS  incentive  payment  under  the 
Medicare  Shared  Savings  Program,  the 
AGO  participant  TIN(s)  under  which 
those  AGO  providers/suppliers  bill,  will 
receive  an  incentive  payment  based  on 
the  allowed  charges  of  those  AGO 
providers/suppliers.  Under 
§  425.504(a)(4),  AGO  participant  TINs 
and  individual  AGO  providers/suppliers 
who  are  eligible  professionals  cannot 
earn  a  PQRS  incentive  outside  of  the 
Medicare  Shared  Savings  Program.  The 
PQRS  incentive  under  the  Medicare 
Shared  Savings  Program  is  equal  to  0.5 
percent  of  the  Secretary’s  estimate  'of  the 
ACO’s  eligible  professionals’  total 
Medicare  Part  B  PFS  allowed  charges  for 


covered  professional  services  furnished 
during  the  calendar  year  reporting 
period  from  January  1  through 
December  31,  for  years  2012  through 
2014. 

As  discussed  in  section  III.G  of  this 
proposed  rule,  as  required  by  section 
1848(a)(8)  of  the  Act,  a  payment 
adjustment  will  apply  under  the  PQRS 
beginning  in  2015.  For  eligible 
professionals  who  are  not  satisfactory 
reporters,  the  PFS  amount  for  covered 
professional  services  furnished  by  the 
eligible  professional  during  2015  shall 
be  equal  to  98.5  percent  (and  98  percent 
for  2016  and  each  subsequent  year)  of 
the  fee  schedule  amount  that  would 
otherwise  apply  to  such  services. 
Therefore,  consistent  with  our  authority 
under  section  1899(b)(3)(D)  of  the  Act, 
we  propose  to  amend  §  425.504  to 
incorporate  reporting  requirements  for 
the  PQRS  payment  adjustment  under  ' 
the  Shared  Savings  Program  for  eligible 
professionals  that  are  AGO  providers/ 
suppliers. 

We  are  proposing  to  incorporate 
requirements  for  the  PQRS  payment 
adjustment  that  are  consistent  with 
requirements  for  PQRS  incentives  that 
we  previously  adopted  in  the  Shared 
Savings  Program  final  rule.  Specifically, 
for  purposes  of  the  PQRS  payment 
adjustment,  we  propose  to  incorporate 
the  same  PQRS  GPRO  under  the  Shared 
Savings  Program  that  is  currently  used 
for  purposes  of  the  PQRS  incentive 
under  the  Shared  Savings  Program. 
Under  this  proposal,  eligible 
professionals  that  are  AGO  providers/ 
suppliers  would  constitute  a  group 
practice  that  would  report  quality 
measures  via  the  GPRO  data  collection 
tool  for  purposes  of  both  the  PQRS 
incentive  under  the  Shared  Savings 
Program  and  the  PQRS  payment 
adjustment  under  the  Shared  Savings 
Program. 

For  purposes  of  the  payment 
adjustment,  we  propose  to  use  the  final 
GPRO  quality  measures  adopted  under 
the  Shared  Shavings  Program  that 
appear  in  Table  1  of  the  Shared  Savings 
Program  final  rule  (76  FR  67899-67890). 
We  further  propose  to  incorporate  the 
same  criteria  for  satisfactory  reporting 
that  were  finalized  for  the  PQRS 
incentive  under  the  Shared  Savings 
Program,  which  are  described  in  the 
Shared  Savings  Program  final  rule  (76 
FR  67900).  Specifically: 

•  An  AGO  on  behalf  of  its  eligible 
professionals  must  report  on  all 
measures  included  in  the  GPRO  data 
collection  tool  under  the  Shared  Savings 
Program  final  rule. 

•  Beneficiaries  would  be  assigned  to 
the  AGO  using  the  methodology 
described  in  §  425.400.  As  a  result,  the 


GPRO  tool  would  be  populated  based  on 
a  sample  of  the.  ACO-assigned 
beneficiary  population.  ACOs  must  to 
complete  the  tool  for  the  first  411 
consecutively  ranked  and  assigned 
beneficiaries  in  the  order  in  which  they 
appear  in  the  group’s  sample  for  each 
domain,  measures  set.  or  individual 
measure  if  a  separate  denominator  is 
required  such  as  in  the  case  of 
preventive  care  measures  which  may  be 
specific  to  one  sex.*  If  the  pool  of  eligible 
assigned  beneficiaries  is  less  than  411, 
the  AGO  must  report  on  100  percent  of 
assigned  beneficiaries  for  the  domain, 
measures  set,  or  individual  measure. 

•  The  GPRO  data  collection  tool  must 
be  completed  for  all  domains,  measure 
sets  and  measures  described  in  Table  1 
of  the  of  the  Shared  Savings  Program 
final  rule  (76  FR  67889-67890). 
Consistent  with  the  reporting 
requirements  for  the  PQRS  incentive 
under  the  Shared  Savings  Program, 

ACOs  would  only  need  to  satisfactorily 
report  the  22  GPRO  quality  measures 
identified  in  Table  1  of  the  Shared 
Savings  Program  final  rule  (76  FR 
67889-67890),  and  would  not  need  to 
report  the  other  11  Shared  Savings 
Program  quality  performance  measures 
for  purposes  of  satisfactory  reporting  for 
the  PQRS  payment  adjustment. 

However,  the  AGO  would  still  be 
required  to  satisfy  the  AGO  quality 
performance  standards  for  purposes  of 
determining  eligibility  for  shared 
savings,  as  described  in  §425.502. 

We  believe  that  using  the  same 
quality  measures  and  the  same  criteria 
for  satisfactory  reporting,  including  the 
same  assignment  and  sampling 
methodology,  under  the  Shared  Savings 
program  for  both  the  PQRS  incentive 
and  payment  adjustment  is  appropriate. 
Aligning  the  satisfactory  reporting 
requirements  for  the  PQRS  payment 
adjustment  under  the  Shared  Savings 
Program  with  the  reporting 
requirements  for  purposes  of  the  PQRS 
incentive  under  the  Shared  Savings 
Program  would  enable  eligible 
professionals  that  participate  in  ACOs 
as  AGO  providers/suppliers  to  comply 
with  these  reporting  requirements, 
without  imposing  any  additional 
reporting  burden.  In  addition,  as  noted 
above,  the  22  GPRO  measures  that  are 
reported  for  purposes  of  the  PQRS 
incentive  under  the  Shared  Savings 
Program  must  also  be  reported  for 
purposes  of  assessing  ACOs’  quality 
performance  under  the  Shared  Savings 
Program  and  determining  the  percentage 
of  shared  savings  that  ACOs  are  eligible 
to  receive.  Under  the  Shared  Savings 
Program  regulations  at  §  425.500(e)(3), 
ACOs  are  required  to  report  on  all  of  the 
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quality  measures  established  by  CMS, 
and  the  failure  to  report  on  those  quality 
measures  accurately,  completely,  and 
timely  may  subject  the  AGO  to 
termination  or  other  sanctions.  Thus, 
ACOs  already  have  significant 
incentives  to  report  the  22  GPRO 
measures  completely  and  accurately. 
Furthermore,  aligning  the  reporting 
requirements  could  help  to  encourage 
greater  participation  in  the  Shared 
Savings  Program,  by  minimizing  the 
reporting  burden  imposed  upon  ACOs 
and  their  participants. 

Although  w'e  propose  to  use  the  same 
timeframe  of  January  1  through 
December  31  that  we  adopted  for  the 
PQRS  incentive  under  the  Shared 
Savings  Program  as  the  reporting  period 
for  the  PQRS  payment  adjustment,  we 
propose  that  the  timing  of  the  reporting 
period  would  differ  for  purposes  of  the 
PQRS  payment  adjustment.  Specifically, 
we  propose  that  the  reporting  period  for 
the  payment  adjustment  would  fall  2 
years  prior  to  when  the  payment 
adjustment  would  be  assessed.  For 
example,  under  the  Shared  Savings 
Program,  the  reporting  period  for  the 
2015  payment  adjustment  would  be 
from  January  1,  2013  through  December 
31,  2013.  It  is  necessary  for  us  to  use  a 
reporting  period  that  precedes  the  year 
in  which  the  payment  adjustment  is 
applicable  to  avoid  retroactive  payments 
and  the  reprocessing  of  claims.  In 
addition,  it  is  not  operationally  feasible 
for  us  to  use  a  full  calendar  year 
reporting  period  that  falls  closer  to  the 
year  in  which  the  payment  adjustment 
is  applicable  because  we  need  sufficient 
time  to  determine  if  the  requirements 
for  satisfactory  reporting  have  been  met 
and  to  adjust  our  claims  systems  prior 
to  the  start  of  the  applicable  year.  We 
note  that  the  length  and  timing  of  the 
reporting  period  that  we  are  proposing 
for  the  PQRS  payment  adjustment  under 
the  Shared  Savings  Program  is 
consistent  with  the  one  used  for  the 
traditional  PQRS  (76  FR  73392). 

We  also  note  that  this  proposal  results 
in  overlapping  reporting  periods  for 
both  the  PQRS  incentive  and  payment 
adjustment.  For  example,  the  measure 
data  collected  for  the  2013  calendar  year 
reporting  period  (January  1,  2013- 
December  31,  2013)  would  be  used  for 
purposes  of  both  the  Physician  Quality 
Reporting  System  2013  incentive  and 
2015  payment  adjustment  under  the 
Shared  Savings  Program.  We  believe 
using  the  same  reporting  period  for 
purposes  of  both  the  incentive  and 
payment  adjustment  would  result  in 
less  reporting  burden,  since  one  set  of 
measures  from  one  reporting  period 
would  be  used  for  purposes  of  both  the 
PQRS  incentive  and  payment 


adjustment.  We  believe  ACOs  will 
perceive  this  as  more  efficient  than 
requiring  one  set  of  measures  reported 
during  one  timeframe  for  purposes  of 
the  PQRS  incentive  and  another  set 
during  another  timeframe  for  purposes 
of  the  payment  adjustment. 

Therefore,  we  propose  that,  if  an  ACO 
satisfactorily  reports  the  ACO  GPRO 
web  interface  measures  during  the 
applicable  reporting  period,  its 
participant  TINs  with  ACO  providers/ 
suppliers  who  are  eligible  professionals, 
would  not  be  subject  to  the  PQRS 
payment  adjustment.  If  an  ACO  does  not 
satisfactorily  report  the  ACO  GPRO  web 
interface  measures  during  the  applicable 
reporting  period,  its  participant  TINs 
with  ACO  providers/suppliers  who  are 
eligible  professionals,  would  be  subject 
to  the  PQRS  payment  adjustment 
starting  in  2015. 

'Since  the  publication  of  the  Shared 
Savings  Program  final  rule,  we  have 
received  a  number  of  inquiries  regarding 
whether  ACO  participant  TINs  need  to 
self-nominate  or  register  to  participate 
in  PQRS  GPRO  under  the  Shared 
Savings  Program,  since  there  are  such 
registration  and  self-nomination 
requirements  under  the  traditional 
PQRS  GPRO.  We  wish  to  clarify  that  no 
registration  or  self-nomination  is 
required  for  ACO  providers/suppliers 
that  are  eligible  professionals  to 
participate  in  PQRS  under  the  Shared 
Savings  Program. 

Finally,  just  as  ACO  providers/ 
suppliers  that  are  eligible  professionals 
with  an  ACO  may  only  participate 
under  their  ACO  participant  TIN  as  a 
group  practice  under  the  PQRS  GPRO 
under  the  Shared  Savings  Program  for 
purposes  of  receiving  an  incentive  as 
both  a  group  and  as  an  individual  under 
the  same  TIN  (76  FR  67903),  we  propose 
that  ACO  providers/suppliers  that  are 
eligible  professionals  within  an  ACO 
must  participate  under  the  ACO 
participant  TIN  as  a  group  practice 
under  the  PQRS  GPRO  under  the  Shared 
Savings  Program  for  purposes  of  the 
PQRS  payment  adjustment.  Thus,  ACO 
providers/suppliers  who  are  eligible 
professionals  may  not  seek  to  avoid  the 
payment  adjustment  by  reporting  either 
as  an  individual  under  the  traditional 
PQRS  or  under  the  traditional  PQRS 
GPRO. 

We  recognize  that  some  eligible 
professionals  may  move  across 
programs  and  reporting  options  from 
year  to  year.  For  instance,  an  eligible 
professional  that  is  an  ACO  provider/ 
supplier  and  participates  in  the  PQRS 
under  the  Shared  Savings  Program  in 
2013  may  later  exit  the  Shared  Savings 
Program  and  participate  in  PQRS 
individual  reporting  in  2014. 


Alternatively,  a  group  practice 
participating  in  the  traditional  PQRS 
GPRO  in  2013  may  be  an  ACO 
participant  in  2014.  In  instances  in 
which  eligible  professionals  change 
their  PQRS  reporting  option  from  year 
to  year,  we  believe  that  as  long  as  the 
eligible  professional  satisfactorily 
reported  for  purposes  of  the  payment 
adjustment  during  the  applicable 
reporting  period,  then  tbe  eligible 
professional  should  not  be  subject  to  the 
payment  adjustment  even  if  the  eligible 
professional  was  reporting  under  a 
different  reporting  method  than  at  the 
time  the  payment  adjustment  would  be 
assessed.  Using  the  earlier  example,  if 
an  eligible  professional  is  an  ACO 
provider/supplier  and  satisfactorily 
reports  under  the  PQRS  under  the 
Shared  Savings  Program  in  2013  but 
subsequently  exits  the  Shared  Savings 
Program  and  participates  in  PQRS 
individual  reporting  in  2014,  the 
eligible  professional  would  not  be 
subject  to  the  payment  adjustment  in 
2015.  Similarly,  a  group  practice  that 
satisfactorily  reports  under  the 
traditional  PQRS  GPRO  in  2013  and 
becomes  an  ACO  participant  in  2014 
would  not  be  subject  to  the  payment 
adjustment  in  2015.  We  recognize  that 
group  practices  and  ACOs  may 
reorganize  and  that  individual  providers 
and  groups  of  providers  may  move  in 
and  out  of  ACOs  from  year  to  year,  so 
we  believe  this  approach  offers 
maximum  flexibility  for  eligible 
professionals  and  groups  of  providers  to 
make  appropriate  decisions  regarding 
their  participation  in  an  ACO  and 
allows  ACOs  to  recruit  new 
participants,  by  eliminating  any  risk 
that  eligible  professionals  will  be 
assessed  with  the  payment  adjustment 
as  a  result  of  such  changes.  We  believe 
it  would  be  unfair  to  assess  the  payment 
adjustment  on  an  eligible  professional 
on  the  basis  of  switching  reporting 
options,  if  the  eligible  professional  had 
satisfactorily  reported  during  the 
applicable  reporting  period.  We  invite 
public  comment  on  our  proposals  for 
Shared  Savings  Program  ACOs  and  the 
PQRS  payment  adjustment  and  on  the 
alternative  considered. 

Please  note  that,  in  this  proposed  rule, 
we  also  discuss  a  proposal  amending 
requirements  for  ACO  data  to  be 
publicly  reported  on  Physician  Compare 
in  section  III.G.  of  this  proposed  rule. 

/.  Discussion  of  Budget  Neutrality  for 
the  Chiropractic  Services  Demonstration 

Section  651  of  MM  A  requires  the 
Secretary  to  conduct  a  demonstration 
for  up  to  2  years  to  evaluate  the 
feasibility  and  advisability  of  expanding 
coverage  for  chiropractic  services  under 
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Medicare.  Current  Medicare  coverage 
for  chiropractic  services  is  limited  to 
treatment  by  means  of  manual 
manipulation  of  the  spine  t»  correct  a 
subluxation  described  in  section 
1861(r)(5)  of  the  Act  provided  such 
treatment  is  legal  in  the  State  or 
jurisdiction  where  performed.  The 
demonstration  expanded  Medicare 
coverage  to  include:  “(A)  care  for 
neuromusculoskeletal  conditions 
typical  among  eligible  beneficiaries;  and 
(B)  diagnostic  and  other  services  that  a 
chiropractor  is  legally  authorized  to 
perform  by  the  State  or  jurisdiction  in 
which  such  treatment  is  provided.”  The 
demonstration  was  conducted  in  four 
geographically  diverse  sites,  two  rural 
and  two  urban  regions,  with  each  type 
including  a  Health  Professional 
Shortage  Area  (HPSA).  The  two  urban 
sites  were  26  counties  in  Illinois  and 
Scott  County,  Iowa,  and  17  counties  in 
Virginia.  The  two  rural  sites  were  the 
States  of  Maine  and  New  Mexico.  The 
demonstration,  which  ended  on  March 
31,  2007,  was  required  to  be  budget 
neutral  as  section  651(fKl)(B)  of  MMA 
mandates  the  Secretary  to  ensure  that 
“the  aggregate  payments  made  by  the 
Secretary  under  the  Medicare  program 
do  not  exceed  the  amount  which  the 
Secretary  would  have  paid  under  the 
Medicare  program  if  the  demonstration 
projects  under  this  section  were  not 
implemented.” 

In  the  CY  2006,  2007,  and  2008  PFS 
final  rules  with  comment  period  (70  FR 
70266,  71  FR  69707,  72  FR  66325, 
respectively),  we  included  a  discussion 
of  the  strategy  that  would  be  used  to 
assess  budget  neutrality  (BN)  and  the 
method  for  adjusting  chiropractor  fees 
in  the  event  the  demonstration  resulted 
in  costs  higher  than  those  that  would 
occur  in  the  absence  of  the 
demonstration.  We  stated  that  BN 
would  be  assessed  by  determining  the 
change  in  costs  based  on  a  pre-post 
comparison  of  total  Medicare  costs  for 
beneficiaries  in  the  demonstration  and 
their  counterparts  in  the  control  groups 
and  the  rate  of  change  for  specific 
diagnoses  that  are  treated  by 
chiropractors  and  physicians  in  the 
demonstration  sites  and  control  sites. 

We  also  stated  that  our  analysis  would 
not  be  limited  to  only  review  of 
chiropractor  claims  because  the  costs  of 
the  expanded  chiropractor  services  may 
have  an  impact  on  other  Medicare  costs 
for  other  services. 

In  the  CY  2010  PFS  final  rule  with 
comment  period  (74  FR  61926),  we 
discussed  the  evaluation  of  this 
demonstration  conducted  by  Brandeis 
University  and  the  two  sets  of  analyses 
used  to  evaluate  BN.  In  the  “All 
Neuromusculoskeletal  Analysis,”  which 


compared  the  total  Medicare  costs  of  all 
beneficiaries  who  received  services  for  a 
neuromusculoskeletal  condition  in  the 
demonstration  areas  with  those  of 
beneficiaries  with  similar  characteristics 
from  similar  geographic  areas  that  did 
not  participate  in  the  demonstration,  the 
total  effect  of  the  demonstration  on 
Medicare  spending  was  $114  million 
higher  costs  for  beneficiaries  in  areas 
that  participated  in  the  demonstration. 

In  the  “Chiropractic  User  Analysis,” 
which  compared  the  Medicare  costs  of 
beneficiaries  who  used  expanded 
chiropractic  services  to  treat  a 
neuromusculoskeletal  condition  in  the 
demonstration  areas,  with  those  of 
beneficiaries  with  similar  characteristics 
who  used  chiropractic  services  as  was 
currently  covered  by  Medicare  to  treat  a 
neuromusculoskeletal  condition  from 
similar  geographic  areas  that  did  not 
participate  in  the  demonstration,  the 
total  effect  of  the  demonstration  on 
Medicare  spending  was  a  $50  million 
increase  in  costs. 

As  explained  in  the  CY  2010  PFS  final 
rule,  we  based  the  BN  estimate  on  the 
“Chiropractic  User  Analysis”  because  of 
its  focus  on  users  of  chiropractic 
services  rather  than  all  Medicare 
beneficiaries  with  neuromusculoskeletal 
conditions,  as  the  latter  included  those 
who  did  not  use  chiropractic  services 
and  who  may  not  have  become  users  of 
chiropractic  services  even  with 
expanded  coverage  for  them  (74  FR 
61926  through  61927).  Users  of 
chiropractic  services  are  most  likely  to 
have  been  affected  by  the  expanded 
coverage  provided  by  this 
demonstration.  Cost  increases  and 
offsets,  such  as  reductions  in 
hospitalizations  or  other  types  of 
ambulatory  care,  are  more  likely  to  be 
observed  in  this  group. 

As  explained  in  the  CY  2010  PFS  final 
rule  (74  FR  61927),  because  the  costs  of 
this  demonstration  were  higher  than 
expected  and  we  did  not  anticipate  a 
reduction  to  the  PFS  of  greater  than  2 
percent  per  year,  we  finalized  a  policy 
to  recoup  $50  million  in  expenditures 
from  this  demonstration  over  a  5-year 
period,  from  CYs  2010  through  2014  (74 
FR  61927).  Specifically,  we  are 
recouping  $10  million  for  each  such 
year  through  adjustments  to  the 
chiropractic  CPT  codes.  Payment  under 
the  PFS  for  these  codes  will  be  reduced 
by  approximately  2  percent.  We  believe 
that  spreading  this  adjustment  over  a 
longer  period  of  time  will  minimize  its 
potential  negative  impact  on 
chiropractic  practices. 

For  the  CY  2012  PFS,  our  Office  of  the 
Actuary  (OACT)  estimated  chiropractic 
expenditures  to  be  approximately  $470 
million,  which  reflected  the  statutory 


29.4  percent  reduction  to  physician 
payments  scheduled  to  take  effect  that 
year.  As  noted  above,  the  statute  was 
subsequently  amended  to  impose  a  zero 
percent  update  for  CY  2012  instead  of 
the  29.4  percent  reduction.  OACT  now 
estimates  CY  2012  chiropractic 
expenditures  to  be  approximately  $630 
million.  We  are  currently  recouping  $10 
million  through  adjustments  to  the 
chiropractic  CPT  codes  in  CY  2012,  and 
the  percent  of  this  reduction  is 
approximately  1.5  percent. 

We  are  continuing  the 
implementation  of  the  required  BN 
adjustment  by  recouping  $10  million  in 
CY  2013.  Our  Office  of  the  Actuary 
estimates  chiropractic  expenditures  in 
CY  2013  will  be  approximately  $470 
million  based  on  Medicare  spending  for 
chiropractic  services  for  the  most  recent 
available  year  and  reflecting  an 
approximate  30.9  percent  reduction  to 
physician  payments  scheduled  to  take 
effect  under  current  law.  To  recoup  $10 
million  in  CY  2013,  the  payment 
amount  under  the  PFS  for  the 
chiropractic  CPT  codes  (CPT  codes 
98940,  98941,  and  98942)  will  be 
reduced  by  approximately  2  percent.  We 
are  reflecting  this  reduction  only  in  the 
payment  files  used  by  the  Medicare 
contractors  to  process  Medicare  claims 
rather  than  through  adjusting  the 
relative  value  units  (RVUs).  Avoiding  an 
adjustment  to  the  RVUs  would  preserve 
the  integrity  of  the  PFS,  particularly 
since  many  private  payers  also  base 
payment  on  the  RVUs. 

Therefore,  as  finalized  in  the  CY  2010 
PFS  regulation  and  reiterated  in  the  CYs 
2011-2012  PFS  regulations,  we  are 
implementing  this  methodology  and 
recouping  from  the  chiropractor  fee 
schedule  codes  set  forth  above.  Our 
methodology  meets  the  statutory 
requirement  for  BN  and  appropriately 
impacts  the  chiropractic  profession  that 
is  directly  affected  by  the 
demonstration.  •• 

K.  Physician  Value-Based  Payment 
Modifier  and  the  Physician  Feedback 
Reporting  Program 

1.  Value-Based  Payment  Modifier  and 
Physician  Feedback  Reporting  Program 
Overview  of  Proposals 

Section  1848(p)  of  the  Act  requires 
the  Secretary  to  “establish  a  payment 
modifier  that  provides  for  differential 
payment  to  a  physician  or  a  group  of 
physicians”  under  the  PFS  “based  upon 
the  quality  of  care  furnished  compared 
to  cost  *  *  *  during  a  performance 
period.”  In  addition,  section 
1848(p)(4)(B)(iii)  of  the  Act  requires  the 
Secretary  to  apply  the  payment  modifier 
beginning  January  1,  2015  to  specific 
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physicians  and  groups  of  physicians  the 
Secretary  determines  appropriate.  This 
section  also  requires  the  Secretary  to 
apply  the  value-based  payment  modifier 
for  all  physicians  and  groups  of 
physicians  (and  allows  the  Secretary  to 
apply  the  value-based  payment  modifier 
for  eligible  professionals  as  defined  in 
section  1848(k)(3)(B)  of  the  Act  as  the 
Secretary  determines  appropriate) 
beginning  not  later  than  January  1,  2017. 
Section  1848(p)(4)(C)  of  the  Act  requires 
the  value-based  payment  modifier  to  be 
implemented  in  a  budget  neutral  (BN) 
manner. 

Section  1848(n)  of  the  Act  requires 
the  Secretary  to  provide  confidential 
Physician  Feedback  reports  to 
physicians  that  measure  the  resources 
involved  in  furnishing  care  to  Medicare 
beneficiaries.  Section  1848(n)(l)(A)(iii) 
of  the  Act  also  authorizes  us  to  include 
information  on  the  quality  of  care 
furnished  to  Medicare  beneficiaries  by  a 
physician  or  group  of  physicians  in 
those  reports. 

In  developing  our  proposals  for  the 
value-based  payment  modifier,  we  have 
reviewed  our  experience  over  the  past  3 
years  in  providing  Physician  Feedback 
reports  to  certain  physicians  and  groups 
of  physicians.  The  Physician  Feedback 
reports  allow  us  to  test  different 
methodologies  and  to  obtain  stakeholder 
feedback  that  can  be  used  to  further 
refine  the  reports  and  inform  our  policy 
proposals  and  recommendations.  We 
have  also  linked  the  Physician  Feedback 
reports  with  the  Physician  Quality 
Reporting  System  (PQRS),  by  including 
the  quality  measures  physicians  and 
groups  of  physicians  reported  in  the 
PQRS  program  in  the  2010  Physician 
Feedback  reports  that  we  produced  and 
disseminated  in  2011  (to  groups  of 
physicians)  and  early  2012  (to 
individual  physicians). 

In  this  proposed  rule,  we  discuss  our 
proposals  to  implement  the  value-based 
payment  modifier  (which  will  affect 
payments  starting  in  2015).  These 
proposals  focus  on  creating  value  for 
Medicare  fee-for-serv'ice  (FFS) 
beneficiaries  by  focusing  on  prevention 
and  effective  chronic  disease  care  and 
by  encouraging  high  quality  care  for  the 
most  difficult  cases.  The  proposals 
recognize  that  physician  quality 
measurement  is  still  evolving  and  that 
our  methodologies  are  still  developing. 
We  designed  our  proposals  to  (1) 
provide  groups  of  physicians  with  25  or 
more  eligible  professionals  an  option 
that  their  value-based  payment  modifier 
be  calculated  using  a  quality-tiering 
approach;  (2)  focus  our  payment 
adjustment  (both  upward  and 
downward)  on  those  groups  of 
physicians  that  are  outliers,  that  is  on 


those  that  are  significantly  different 
from  the  mean;  and  (3)  align  the  value- 
based  payment  modifier  with  the  PQRS 
and  utilize  Medicare  claims  data  in 
order  to  reduce  administrative  burden 
on  groups  of  physicians.  We  believe  that 
dur  proposals  are  adaptable  to  smaller 
groups  of  physicians  and  physicians  in 
solo  practices  that  will  be  subject  to  the 
value-based  payment  modifier  starting 
in  2017  and  we  seek  comment  on  the 
potential  for  our  current  proposals  to  be 
applied  to  all  physicians  and  groups  of 
physicians.  We  also  encourage 
physicians  and  other  stakeholders  to 
work  with  us  to  include  additional 
quality  measures  (including  additional 
outcome  measures)  that  meaningfully 
measure  the  care  they  provide  to 
Medicare  beneficiaries. 

Our  proposed  scoring  methodology 
for  the  value-based  payment  modifier 
would  assess  quality  of  care  furnished 
compared  to  cost  during  the 
performance  period  (which  is  2013  for 
the  first  year)  to  calculate  an  adjustment 
to  payments  under  the  PFS  during  the 
payment  adjustment  period  (which  is 
2015  for  the  first  year).  In  light  of  our 
desire  to  align  CMS  quality 
improvement  programs,  this 
methodology  relies,  in  part,  on  the  data 
submitted  on  quality  measures  by 
groups  of  physicians  through  the  PQRS. 
Quality  measurement  is  necessary,  but 
not  sufficient,  for  quality  improvement 
and  a  focus  on  value. ^  To  balance  our 
goals  of  beginning  the  implementation 
of  the  value-based  payment  modifier 
consistent  with  the  legislative 
requirements  and  to  give  us  and  the 
physician  community  experience  in  its 
operation,  we  propose  to  separate  all 
groups  of  physicians  with  25  or  more 
eligible  professionals  into  two  categories 
based  on  how  they  have  chosen  to 
participate  in  the  PQRS. 

The  first  category  includes  those 
groups  of  physicians  that  have  met  the 
criteria  for  satisfactory  reporting  of  data 
on  PQRS  quality  measures  for  the  2013 
and  2014  incentives  or  the  criteria  for 
satisfactory  reporting  using  the 
administrative  claims-based  reporting 
mechanism,  which  is  applicable  to  the 
2015  and  2016  PQRS  payment 
adjustment.  These  groups  of  physicians 
will  have  fulfilled  a  key  condition  for 
quality  improvement  and  a  focus  on 
value,  that  is,  to  measure  quality  by 
reporting  data  on  quality  measures  that 
can  be  used  to  assess  quality  of  care 
furnished.  Thus,  we  propose  initially  to 
set  the  value-based  payment  modifier  at 


®  Mark  R.  Chassin,  et  al.  “Accountability 
Measures — Using  Measurement  to  Promote  Quality 
Improvement,”  N  Eng.  J.  of  Med.  2010;  363:683-688 
(Aug.  2010),  available  at  http://www.nejm.org/doi/ 
fuII/1 0. 1 056/NEJMsbl002320. 


0.0  percent  for  these  groups  of 
physicians,  meaning  that  the  value- 
based  payment  modifier  would  not 
affect  their  payments  under  the  PFS. 

Within  this  category  of  satisfactory 
PQRS  reporters,  we  propose  to  offer  an 
option  that  their  value-based  payment 
modifier  be  calculated  using  a  quality¬ 
tiering  approach.  This  option  would 
allow  these  groups  of  physicians  to  earn 
an  upward  payment  adjustment  for  high 
performance  (high-quality  tier  and  low- 
cost  tier)  performance,  and  to  be  at  risk 
for  a  downward  payment  adjustment  for 
poor  performance  (low-quality  tier  and 
high-cost  tier).  Because  of  the  BN 
requirement  and  proposed  limit  on  the 
downward  adjustment  noted  below,  we 
cannot  specify  the  exact  amount  of  the 
upward  payment  adjustment  for  groups 
of  physicians  achieving  high 
performance.  We  propose,  however,  that 
the  maximum  downward  payment 
.adjustment  for  these  groups  would  be 
—  1.0  percent  for  poor  performance 
because  we  recognize  that  2015  is  the 
initial  year  for  the  value-based  modifier 
and  we  wish  to  provide  for  a  very 
modest  adjustment  for  the  initial  years. 
We  believe  this  methodology  would 
encourage  future  improvement  in  terms 
of  better  value  for  Medicare 
beneficiaries  without  being  overly 
burdensome  to  groups  of  physicians  that 
requested  to  have  their  value-based 
payment  modifier  be  calculated  using 
the  quality-tiering  approach. 

The  second  category  includes  those 
groups  of  physicians  with  25  or  more 
eligible  professionals  that  have  not  met 
the  PQRS  satisfactory  reporting  criteria 
identified  above,  including  those  groups 
of  physicians  that  have  decided  not  to 
participate  in  any  PQRS  reporting 
mechanism.  Because  we  would  not  have 
quality  measure  performance  rates  on 
which  to  assess  the  quality  of  care 
furnished  by  these  groups  of  physicians, 
we  propose  to  set  their  value-based 
payment  modifier  at  - 1.0  percent  as 
described  in  more  detail  in  our  proposal 
below.  We  note  that  this  downward 
payment  adjustment  for  the  2015  value- 
based  payment  modifier  would  be  in 
addition  to  the  — 1.5  percent  payment 
adjustment  that  is  assessed  under 
section  1848(a)(8)  of  the  Act  for  failing 
to  meet  the  satisfactory  reporting  criteria 
under  PQRS.  Therefore,  groups  of 
physicians  with  25  or  more  eligible 
professionals  that  fail  to  meet  the  PQRS 
satisfactory  reporting  criteria  would  be 
subject  to  a  downward  adjustments 
during  2015  of  1.5  percent  for  eligible 
professionals  who  fail  to  be  satisfactory 
reporters  under  the  PQRS  and  1.0 
percent  for  the  value-based  payment 
modifier.  Because  the  value-based 
payment  modifier  provides  upward  • 
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payment  adjustments  for  groups  of 
physicians  on  the  high-quality  and  lost- 
cost  tiers,  we  encourage  groups  of 
physicians  with  25  or  more  eligible 
professionals  to  elect  that  their  value- 
based  payment  modifier  be  calculated 
using  the  quality-tiering  approach. 

In  this  proposed  rule,  we  (1)  expand 
upon  our  vision  of  how  we  see  the 
value-based  payment  modifier  helping 
transform  Medicare  from  a  passive 
payer  to  an  active  purchaser  of  higher 
quality,  more  efficient  healthcare;  (2) 
propose  to  whom  the  value-based 
payment  modifier  would  apply  starting 
in  CY  2015  in  ways  that  emphasize  the 
value-based  payment  modifier’s  focus 
on  increasing  quality  measurement  such 
that  all  physicians  and  groups  of 
physicians  would  be  subject  to  value- 
based  payment  modifier  starting  in  CY 
2017;  (3)  propose  ways  to  align  the 
value-based  payment  modifier  with  the 
quality  measures  and  reporting 
requirements  established  under  the 
PQRS;  (4)  propose  how  we  would  score 
the  value-based  payment  modifier  and 
apply  the  BN  requirement  in  ways  that 
encourage  quality  reporting  through  the 
PQRS;  and  (5)  describe  how  we  have 
used  and  plan  to  continue  to  use  the 
Physician  Feedback  repoi:ts  to  further 
inform  physicians  and  groups  of 
physicians  about  their  quality  of  care 
and  resource  use. 

2.  Value-Based  Payment  Modifier 
Overview 

The  value-based  payment  modifier  is 
an  important  component  in  revamping 
how  care  and  services  are  paid  for  under 
the  PFS  that  has  the  potential  to  help 
transform  Medicare  from  a  passive 
payer  to  an  active  purchaser  of  higher 
quality,  more  efficient  and  effective 
healthcare.  We  recognize  that  although 
the  quality  of  care  furnished  is  high  in 
many  regards,  this  fact  ignores  “[hjealth 
care  today  harms  too  frequently  and 
routinely  fails  to  deliver  its  potential 
benefits”  to  patients.®  Indeed,  the 
Institute  of  Medicine  has  stated  that  the 
“health  care  system  as  currently 
structured  does  not,  as  a  whole,  make 
the  best  use  of  its  resources.”  ^  Findings 
from  the  2010  Physician  Feedback 
reports  confirm  this  statement:  high 
value  (high  quality  and  low  cost)  can  be 
achieved  and  there  is  substantial  room 
for  quality  improvement  and  better 


®  Institute  of  Medicine.  "Crossing  the  Quality 
Chasm,”  (2001)  at  1;  Elizabeth  A.  McGlynn,  “The 
Case  for  Keeping  Quality  on  the  Health  Reform 
Agenda,”  prepared  testimony  before  the  Senate 
Committee  on  Finance  (June  3,  2008),  available  at 
http://  WWW. rand,  org/con  ten  t/dam/rand/ p  u  bs/ 
testimonies/ 2008/RAND _CT306.pdf 
’’  “Crossing  the  Quality  Chasm”  at  3. 


value.®  We  believe  that  the  value-based 
payment  modifier  can  be  used  to 
incentivize  and  reward  high  quality, 
efficiently  furnished  care  by  providing 
upward  payment  adjustments  under  the 
PFS  to  high  performing  physicians  (and 
groups  of  physicians)  and  downward 
adjustments  for  low  performing 
physicians  (and  groups  of  physicians). 

We  recognize,  however,  that 
physicians  are  the  forefront  of  care 
delivery  and  that  changes  in  payment 
policy  can  directly  affect  medical  care 
that  physicians  furnish  to  Medicare 
beneficiaries.  Consistent  with  the 
National  Quality  Strategy,  our  aim  is  to 
promote  preventive  care  and  improve 
rather  than  impede  the  care  that 
beneficiaries  currently  receive, 
especially  for  the  chronically  ill  and 
those  with  the  most  complicated  cases. 
Thus,  we  seek  to  implement  payment 
policies  that  complement  and  support 
“the  courage,  hard  work,  and 
commitment  of  doctors,  nurses,  and 
others  in  health  care”  to  improve  the 
health  care  systems  in  which  they 
work.® 

We  explained  in  the  CY  2012  PFS 
proposed  rule  that  Medicare  is 
beginning  to  implement  value-based 
payment  adjustments  for  other  types  of 
services,  including  inpatient  hospital 
services  (76  FR  42908).  We  have  also 
developed  plans  to  implement  value- 
based  purchasing  for  skilled  nursing 
facilities,  home  health  services  and 
ambulatory  surgical  center  services.  In 
implementing  value-based  purchasing 
initiatives  generally,  we  seek  to  meet  the 
following  goals: 

•  Recognize  and  reward  high  quality 
care  and  quality  improvements. 

+-(-  Value-based  payment  systems  and 
public  reporting  should  rely  on  a  mix  of 
standards,  processes,  outcomes,  and 
patient  experience  measures,  including 
measures  of  care  transitions  and 
changes  in  patient  functional  status. 
Across  all  programs,  we  seek  to  move  as 
quickly  as  possible  to  the  use  of 
outcome  and  patient  experience  ' 
measures.  To  the  extent  practicable  and 
appropriate,^we  believe  these  outcome 
and  patient  experience  measures  should 
be  adjusted  for  risk  or  other  appropriate 
patient  population  or  provider 
characteristics. 

+-1-  To  the  extent  possible,  and 
recognizing  differences  in  payment 
system  readiness  and  statutory 
requirements  and  authorities,  measures 


"CMS,  “Analysis  of  2010  Quality  and  Re.source 
Use  Reports  for  Medical  Practice  Groups”  (2012), 
available  at  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
PhysicianFeedbackProgram/Downloads/ 
QRURsJor_Medical_Practice_Groups.pdf. 

®  “Crossing  the  Quality  Chasm”  at  4. 


should  be  aligned  across  Medicare  and 
Medicaid’s  public  reporting  and 
payment  systems.  We  seek  to  evolve  a 
focused  core  set  of  measures  appropriate 
to  each  specific  provider  category  that 
reflects  the  level  of  care  and  the  most 
important  areas  of  service  and  measures 
for  that  provider. 

++  The  collection  of  information 
should  minimize  the  burden  on 
providers  to  the  extent  possible.  As  part 
of  that  effort,  we  will  continuously  seek 
to  align  our  measures  with  the  adoption 
of  meaningful  use  standards  for  health 
information  technology  (HIT),  so  the 
collection  of  performance  information  is 
part  of  care  delivery. 

++  To  the  extent  practicable,  the 
measures  we  use  should  be  nationally 
endorsed  by  a  multi-stakeholder 
organization.  Measures  should  be 
aligned  with  best  practices  among  other 
payers  and  the  needs  of  the  end  users 
of  the  measures. 

•  Promote  more  efficient  and  effective 
care  through  the  use  of  evidence  based 
measures,  less  rework  and  duplication, 
and  less  fragmented  care. 

-i-i-  Providers  should  be  accountable 
for  the  costs  of  care,  being  both 
rewarded  for  reducing  unnecessary 
expenditures  and  responsible  for  excess 
expenditures. 

++  In  reducing  excess  expenditures, 
providers  should  continually  improve 
and  maintain  the  quality  of  care  they 
deliver. 

+-t-  To  the  extent  possible,  and 
recognizing  differences  in  payers’  value 
based  purchasing  initiatives,  providers 
should  redesign  care  processes  to 
deliver  higher  quality  and  more  efficient 
care  to  their  entire  patient  population. 

Because  of  the  centrality  of  physicians 
to  high-quality,  efficient,  patient- 
centered  care  furnished  in  multiple 
settings,  we  believe  that  in  the  long  run 
the  value-based  payment  modifier 
should  rely  on  measuring  physician 
performance  (both  quality  of  care  and 
cost)  at  four  levels  (to  the  extent 
practicable) — the  individual  physician 
level,  the  group  practice  level,  the 
facility  level  (for  example,  hospital),  and 
the  community  level.  Physicians  make 
decisions  on  a  patient-by-patient  basis 
as  to  what  services  are  indicated  and 
furnished.  These  decisions  are  made 
independently  by  physicians  within 
multiple  settings  (that  is,  individual 
office  practice,  group  practice,  hospital) 
and  are  dependent,  in  part,  on  how  care 
is  organized  in  a  community. 
Consequently,  physicians  have  the 
potential  to  drive  both  quality  of  care 
and  costs  at  all  levels  of  the  health 
system  and  these  decisions  have  an 
impact  on  patient  outcomes  and  costs 
for  populations  of  patients.  We  envision 
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a  physician  value-based  payment 
modifier  in  the  future  that  blends 
performance  at  each  of  these  levels  (as 
applicable)  and  reinforces  our  objectives 
to  encourage  and  reward  physicians  for 
furnishing  high-quality,  efficient, 
patient-centered  clinical  care. 

To  start  to  implement  this  long-term  * 
vision  of  the  value-based  payment 
modifier,  we  have  undertaken  numerous 
activities  in  the  past  year  to  inform  our 
proposals  in  this  rule.  We  have  obtained 
stakeholder  input  about  the  content 
(including  the  completeness  of  the 
quality  measures)  and  methodologies 
we  have  used  in  the  Physician  Feedback 
reports,  as  well  as  input  on  how  the 
private  sector  has  used  physician  pay- 
for-performance  programs.  In  particular, 
we  conducted  five  national  provider 
calls  about  methodologies  we  have  used 
in  the  Physician  Feedback  reports  and 
similar  private  sector  initiatives. We 
also  held  (and  continue  to  hold) 
numerous  sessions  with  Physician 
Feedback  report  recipients  (both  at  the 
individual  and  group  practice  level)  to 
obtain  additional  feedback  to  improve 
the  methodologies  used  in  the  reports. 

These  recent  activities  complement 
the  work  we  have  undertaken  to 
implement  the  statutory'  objectives  to 
improve  quality  of  care  furnished  by 
physicians  and  groups  of  physicians  to 
Medicare  beneficiaries.  For  example,  the 
Congress  required  the  Physician  Group 
Practice  (PGP)  Demonstration,  which  we 
implemented  in  2005.  The  PGP 
Demonstration  was  the  first  pay-for- 
performance  initiative  under  the 
Medicare  program  that  involved  a 
shared  savings  model.  The 
demonstration  created  incentives  for 
physician  groups  to  coordinate  the 
overall  care  furnished  to  Medicare 
beneficiaries  and  rewarded  them  for 
improving  the  quality  and  cost 
efficiency  of  health  care  services.  By  the 
fifth  year  of  the  demonstration,  all  10  of 
the  participating  physician  groups 
achieved  quality  benchmark 
performance  on  at  least  30  of  the  32 
measures,  and  seven  of  the  groups 
achieved  benchmark  performance  on  all 
32  performance  measures.  The  PGP 
quality  reporting  tool  and  its 
methodology  also  became  the  basis  for 
the  Group  Practice  Reporting  Option 
(GPRO)  under  the  PQRS. 

In  2003,  we  implemented  the 
Medicare  Gare  Management 
Performance  (MGMP)  demonstration 
project.  The  demonstration  showed  that 
small  and  solo  physician  practices  are 


“See  CMS.  Physician  Feedback  Program 
Teleconferences  and  Events,  available  at  http:// 
www.cms.gov/MedicaTe/Medicare-Fee-foT-SeTvice- 
Payment/PhysicianFeedbackProgram/CMS- 
Teleconferences-and-Events.html. 


willing  to  participate  in  quality 
measurement  and  reporting.  Almost  700 
physician  practices  of  various  sizes  used 
a  GPRO-like  reporting  tool  to  report  data 
on  23  quality  measures. 

In  2006,  Gongress  established  what  is 
now  knpwn  as  the  Physician  Quality 
Reporting  System  (PQRS),  which  is  a 
voluntary  quality  reporting  program 
that,  as  subsequently  amended,  provides 
a  combination  of  incentive  payments 
and  payment  adjustments  to  eligible 
professionals  (including  group 
practices)  based  on  whether  they 
satisfactorily  report  data  on  quality 
measures  for  covered  professional 
services  furnished  to  Medicare  Part  B 
FFS  beneficiaries.  In  2010,  268,968 
eligible  professionals^^  participated  in 
PQRS  in  addition  to  those  physicians 
participating  in  quality  reporting 
through  the  PQRS  GPRO  option. 

Recently,  we  provided  physicians  and 
groups  of  physicians  with  confidential 
Physician  Feedback  reports  that  provide 
them  with  comparative  performance 
data  on  quality  of  care  they  furnish 
compared  to  costs.  Results  from  the 
most  recent  group  practice  reports  show' 
little  correlation  between  quality  of  care 
furnished  and  cost  for  the  35 
participating  group  practices  to  whom 
we  provided  reports — high  quality  can 
be  associated  with  high  or  low  cost  (and 
.  vice  versa)  (see  Physician  Feedback 
Program  discussion  below).  Moreover, 
overall  results  ft’om  the  individual 
Physician  Feedback  reports  based  on 
2010  data  show  that  clinical  care  is  , 
highly  fragmented  and  there  is 
substantial  room  for  improvement  in  the 
quality  of  care  furnished  to  Medicare  fee 
for  service  beneficiaries. 

Based  on  what  we  have  learned  from 
the  aforementioned  demonstration 
projects,  the  results  from  the  PQRS  and 
the  confidential  Physician  Feedback 
reports,  and  our  outreach  on  the 
national  provider  calls  on  private  sector 
programs,  we  believe  the  value-based 
payment  modifier  and  the  Physician 
Feedback  reports  can  be  used  to 
incentivize  and  reward  high  quality, 
efficiently  furnished  care  by.  providing 
upward  payment  adjustments  under  the 
PFS  to  high  performing  physicians  and 
downward  adjustments  for  low 
performing  physicians.  To  do  so,  we 
believe  the  following  specific  principles 
should  govern  the  implementation  of 
the  value-based  payment  modifier. 

•  A  focus  on  measurement  and 
alignment.  It  is  difficult  to  maintain 
high  quality  care  and  improve  quality 
and  performance  without  measurement. 


”  Eligible  professionals  include  physicians  and 
non-physicians  such  as  physician  assistants  and 
nurse  practitioners. 


Therefore,  the  value-based  payment 
modifier  should  incorporate 
performance  on  more  quality  measures 
than  those  that  we  finalized  in  the  GY 
2012  PFS  final  rule  (76  FR  73429 
through  73432).  These  additional 
measures  for  the  value-based  payment 
modifier  should  consistently  reflect 
differences  in  performance  among 
physicians  and  physician  groups  and 
reflect  the  diversity  of  services 
furnished.  These  measures  should  be 
consistent  with  the  National  Quality 
Strategy  and  other  GMS  quality 
initiatives,  including  the  PQRS,  the 
Medicare  Shared  Savings  Program,  and 
the  Medicare  EHR  Incentive  Program.  In 
the  proposals  described  later  in  this 
section,  we  propose  to  expand  the 
quality  measures  for  the  value-based 
payment  modifier.  We  also  encourage 
physicians  to  work  with  us  to  include 
additional  quality  measures  (including 
outcome  measures)  that  meaningfully 
measure  the  care  they  furnish  to 
Medicare  beneficiaries. 

•  A  focus  on  physician  choice. 
Physicians  should  be  able  to  choose  the 
level  at  which  their  performance  will  be 
assessed  reflecting  physicians’  choice 
over  their  practice  configurations.  The 
choice  of  level  should  align  with  the 
requirements  of  other  physician  quality 
reporting  programs,  such  as  the  PQRS 
and  the  Medicare  EHR  Incentive 
program  to  reduce  administrative  ' 
burden  and  encourage  greater  program 
participation.  In  the  proposals  described 
later  in  this  section,  we  propose  to  rely 
on  the  quality  measure  data  collected 
through  the  PQRS  Group  Practice 
Reporting  Option  (GPRO)  and  Medicare 
EHR  Incentive  Program  to  obtain  most 
of  the  performance  data  for  the  value- 
based  payment  modifier. 

•  A  focus  on  shared  accountability. 
GMS  has  a  role  in  fostering  high  value 
care  for  individual  patients,  but  also 
focusing  on  how  that  patient  interacts 
with  the  health  care  system  generally. 
We  believe  that  the  value-based 
payment  modifier  can  facilitate  shared 
accountability  by  assessing  performance 
at  the  practice  group  level  and  by 
focusing  on  the  total  costs  of  care,  not 
just  the  costs  of  care  furnished  by  an 
individual  physician.  In  the  proposals 
described  later  in  this  section,  we 
propose  to  use  performance  on  several 
outcome  measures  that  we  will  calculate 
for  phy^cians  reporting  measures  at  the 
group  level  that  encourage  them  to  seek 
innovative  ways  to  furnish  high-quality, 
patient-centered,  and  efficient  care  to 
the  Medicare  FFS  patients  they  treat. 

We  also  seek  to  start  a  discussion  on 
how  best  to  incorporate  individual, 
hospital-based,  and  community -based 
quality  and  cost  measures  as  a 
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component  of  the  value-based  payment 
modifier  so  that  we  align  quality 
measurement  strategies  across  providers 
and  settings  of  care. 

•  A  focus  on  actionable  information. 
In  conjunction  with  adjusting  payment 
based  on  performance,  CMS  should 
provide  meaningful  and  actionable 
information  to  help  physicians  identify 
clinical  areas  where  they  are  doing  well 
as  well  as  areas  in  which  performance 
could  be  improved.  The  Physician 
Feedback  reports  can  serve  this  purpose. 
In  the  proposals  described  later  in  this 
section,  we  propose  ways  to  provide 
additional  feedback  to  physicians  and 
groups  of  physicians  through  the 
Physician  Feedback  reports. 

•  A  focus  on  a  gradual 
implementation.  We  believe  that  the 
value-based  payment  modifier  should 
focus  initially  on  outliers  (that  is,  those 
groups  of  physicians  that  are 
demonstrably  high  or  low  performers  as 
compared  to  their  peers  that  treat  like 
beneficiaries).  We  also  believe  that 
groups  of  physicians  should  be  able  to 
elect  how  the  value-based  payment 
modifier  would  apply  to  their  payment 
under  the  PFS  starting  in  2015  as  we 
phase  in  the  value-based  payment 
modifier.  As  we  gain  more  experience 
with  physician  measurement  tools  and 
methodologies,  we  can  broaden  the 
scope  of  measures  assessed  to  organize 
them  around  medical  condition,  refine 
physician  peer  groups  to  focus  on  how 
like  beneficiaries  are  treated,  create  finer 
payment  distinctions  that  focus  on 
increasing  value,  and  provide  greater 
payment  incentives  for  high 
performance.  In  the  proposals  described 
later  in  this  section,  we  propose  to  allow 
groups  of  physicians  with  25  or  more 
eligible  professionals  to  elect  how  the 
value-based  payment  modifier  would  be 
applied  to  them  under  the  PFS  starting 
in  2015.  We  also  propose  a  scoring 
methodology  that  can  identify  outliers 
(both  high  and  low  performers)  and  is 
flexible  to  accommodate  these  future 
goals. 

We  seek  comment  on  these  principles 
as  guides  to  our  implementation  of  the 
value-based  payment  modifier. 

3.  Proposals  for  the  Value-Based 
Payment  Modifier 

In  the  following  sections,  we  describe 
our  proposals  for  each  component  of  the 
value-based  payment  modifier.  These 
components  include:  The  quality 
measure  reporting  methods;  the  quality 
and  cost  measures;  the  attribution 
methodology;  the  payment  adjustment 
amount;  the  scoring  methodology;  and 
the  review  and  inquiry  process. 
Following  the  discussion  of  these 
components,  we  summarize  how  the 


components  would  work  together  for  a 
group  of  physicians  with  25  or  more 
eligible  professionals  that  submits  data 
on  quality  measures  using  the  PQRS 
GPRO  web-interface  and  requests  that 
their  value-based  payment  modifier  be 
calculated  using  the  quality-tiering 
approach. 

a.  Proposed  Application  of  the  Value- 
Based  Payment  Modifier 

Section  1848(p)(4)(B)(iii)  of  the  Act 
requires  the  Secretary  to  apply  the 
value-based  payment  modifier  to  items 
and  services  furnished  beginning  on 
January  1,  2015,  for  specific  physicians 
and  groups  of  physicians  the  Secretary 
determines  appropriate,  and  beginning 
not  later  than  January  1,  2017  for  all 
physicians  and  groups  of  physicians. 

For  purposes  of  this  proposed  rule, 
physicians  are  defined  in  section 
1861(r)  of  the  Act  to  include  doctors  of 
medicine  or  osteopathy,  doctors  of 
dental  surgery  or  dental  medicine, 
doctors  of  podiatric  medicine,  doctors  of 
optometry,  and  chiropractors. 

We  propose  to  initially  include  all 
groups  of  physicians  with  25  or  more 
eligible  professionals  in  the  value-based 
payment  modifier.  For  purposes  of 
establishing  group  size,  we  propose  to 
use  the  definition  of  an  eligible 
professional  as  specified  in  section 
1848(k)(3)(B)  of  the  Act.  This  section 
defines  an  eligible  professional  as  any  of 
the  following:  (1)  A  physician:  (2)  a 
practitioner  described  in  section 
1842(b)(18)(C)  of  the  Act;  (3)  a  physical 
or  occupational  therapist  or  a  quality 
speech-language  pathologist;  or  (4)  a 
qualified  audiologist.  In  addition,  we 
propose  to  define  a  group  of  physicians 
as  “a  single  Tax  Identification  Number 
(TIN)  with  25  or  more  eligible 
professionals,  as  identified  by  their 
individual  National  Provider  Identifier 
(NPI),  who  have  reassigned  their 
Medicare  billing  rights  to  the  TIN.”  We 
chose  these  groups  of  physicians  in 
order  to  align  with  the  reporting 
requirements  for  group  practices  and  the 
definitions  used  in  the  PQRS.  We  also 
propose  to  assess  whether  a  group  of 
physicians  has  25  or  more  eligible 
professionals  at  the  time  the  group  of 
physicians  is  selected  to  participate 
under  the  PQRS  GPRO. 

We  propose  to  apply  the  value-based 
payment  modifier  to  the  Medicare  paid 
amounts  for  the  items  and  services 
billed  under  the  PFS  at  the  TIN  level  so 
that  beneficiary  cost-sharing  or 
coinsurance  would  not  be  affected.  We 
also  propose  to  apply  the  value-based 
payment  modifier  to  the  items  and 
services  billed  by  eligible  professionals 
who  are  physicians  under  the  TIN,  not 


to  other  eligible  professionals  that  also 
may  bill  under  the  TIN. 

In  addition,  application  of  the  value- 
based  payment  modifier  at  the  TIN  level 
means  that  we  would  not  “track”  or 
“carry”  a  physician’s  performance  fi-om 
one  TIN  to  another  TIN.  In  other  words, 
if  a  physician  changes  groups  from  TIN 
A  in  the  performance  period  (2013)  to 
TIN  B  in  the  payment  adjustment  period 
(2015),  we  would  apply  TIN  B’s  value- 
based  payment  modifier  to  the 
physician’s  payments  for  items  and 
services  billed  under  TIN  B  during 
2015.  We  are  making  this  proposal  for 
two  reasons.  First,  payment  at  the  group 
practice  (TIN  level)  reflects  the  view 
that  the  group  in  which  a  physician 
practices  matters.  Second,  we  believe  it 
will  be  more  straightforward  for  groups 
of  physicians  to  understand  how  the 
value-based  payment  modifier  affects 
their  TIN’s  payment  in  the  payment 
adjustment  period  if  all  physician 
billing  under  the  TIN  receive  the  same 
value-based  payment  modifier.  We  seek 
comment  on  these  proposals. 

It  is  critical  to  note  tnat  our  proposals 
would  allow  groups  of  physicians  with 
25  or  more  eligible  professionals  to 
decide  how  the  value-based  payment 
modifier  would  be  applied  to  their  PFS 
payments.  In  light  of  our  desire  to  align 
CMS  quality  improvement  programs, 
this  methodology  relies,  in  part,  on  the 
data  submitted  on  quality  measures  by 
groups  of  physicians  through  the  PQRS. 
Quality  measurement  is  necessary,  but 
not  sufficient,  for  quality  improvement 
and  a  focus  on  value.  We  propose  to 
separate  all  groups  of  physicians  with 
25  or  more  eligible  professionals  into 
two  categories  based  on  how  they  have 
chosen  to  participate  in  the  PQRS. 

The  first  category  includes  those 
groups  of  physicians  with  25  or  more 
eligible  professionals  that  have  met  the 
proposed  criteria  for  satisfactory 
reporting  of  data  on  PQRS  quality 
measures  for  the  2013  and  2014 
incentive  or  the  proposed  criteria  for 
satisfactory  reporting  using  the 
administrative  claims-based  reporting 
mechanism,  which  is  applicable  to  the 
2015  and  2016  PQRS  payment 
adjustment.  These  groups  of  physicians 
will  have  fulfilled  a  key  condition  for 
quality  improvement  and  a  focus  on 
value,  that  is,  to  measure  quality  by 
submitting  and/or  having  data  on 
quality  measures  that  can  then  be  used 
to  assess  quality  of  care  furnished.  We 
propose  initially  to  set  the  value-based 
payment  modifier  at  0.0  percent  for 
these  groups  of  physicians,  meaning 
that  the  value-based  payment  modifier 
would  not  affect  their  payments  under 
the  PFS.  We  point  out  that  in  order  for 
a  group  of  physicians  to  meet  the 
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satisfactory  reporting  criteria,  the  group 
of  physicians  must  first  self-nominate  as 
a  group  as  described  above  in  Section 
III.G.l.b.2  of  this  proposed  rule 
regarding  the  PQRS. 

Within  this  category  of  satisfactory 
PQRS  reporters,  we  propose  to  offer  an 
option  that  their  value-based  payment 
modifier  be  calculated  using  the  quality¬ 
tiering  approach  described  below  in 
subsection  (h)  Proposed  Value-Based 
Payment  Modifier  Scoring  Methodology. 
Under  these  proposals,  groups  of 
physicians  could  earn  an  upward 
payment  adjustment  for  high 
performance  (high-quality  tier  compared 
to  low-cost  tier)  performance,  and  be  at 
risk  for  a  downward  payment 
adjustment  for  poor  performance  (low- 
quality  tier  compared  to  high-cost  tier). 
We  seek  comment,  however,  on  whether 
to  calculate  the  value-based  payment 
modifier  for  all  groups  of  physicians 
that  are  satisfactory  PQRS  reporters 
using  the  quality-tiering  approach 
described  in  subsection  (h)  below, 
rather  than  providing  an  option  for  such 
groups  of  physicians  to  request  that  we 
do  so. 

The  second  category  includes  those 
groups  of  physicians  with  25  or  more 
eligible  professionals  that  have  not  met 
the  PQRS  satisfactory  reporting  criteria 
identified  above.  Under  our  proposal,  a 
group  of  physicians  could  fail  to  meet 
the  PQRS  satisfactory  reporting  criteria 
because  the  group  of  physician  decided 
not  to  participate  in  any  PQRS  reporting 
mechanism  or  because  the  group 
attempted  to  submit  data,  but  failed  to 
meet  the  criteria  to  become  a 
satisfactory  reporter  (e.g.,  did  not  report 
data  appropriately  on  the  requisite 
number  of  beneficiaries  or  measures). 
Because  we  would  not  have  quality 
measure  performance  rates  on  which  to 
assess  the  quality  of  care  furnished  by 
these  groups,  we  propose  to  set  their 
value-based  payment  modifier  at  - 1.0 
percent,  meaning  they  would  receive 
99.0  percent  of  the  paid  amounts  for  the 
items  and  services  billed  under  the  PFS. 

We  believe  this  approach  is  a 
reasonable  way  to  phase  in  the  value- 
based  payment  modifier  because  groups 
of  physicians  have  demonstrated  their 
ability  to  submit  data  on  quality 
measures  at  the  group  level  using  the 
PQRS  GPRO  since  2011.  And  for  2012, 
we  revised  the  eligibility  criteria  for  the 
PQRS  GPRO  to  include  groups  with  at 
least  25  eligible  professionals.  Thus,  we 
believe  that  these  groups  of  physicians 
have  had  sufficient  opportunity  to  make 
an  informed  decision  about  submitting 
data  on  quality  measures  that  also  could 
be  used  in  the  value-based  payment 
modifier  starting  in  2015. 


Moreover,  section  1848(p)(5)  of  the 
Act  requires  us  to,  as  appropriate,  apply 
the  value-based  payment  modifier  “in  a 
manner  that  promotes  systems-based 
care.”  In  this  context,  systems-based 
care  is  the  processes  and  workflows  that 
(1)  make  effective  use  of  information 
technologies,  (2)  develop  effective 
teams,  (3)  coordinate  care  across  patient 
conditions,  services,  and  settings  over 
time,  and  (4)  incorporate  performance 
and  outcome  measurements  for 

improvement  and  accountability.^^  vVe 

believe  that  groups  of  physicians  have 
the  ability  and  the  resources  to  redesign 
such  processes  and  workflows  to 
achieve  these  objectives  and  furnish 
high-quality  and  cost-effective  clinical 
care. 

Starting  in  2017,  we  would  apply  the 
value-based  payment  modifier  to  all 
physicians  and  groups  of  physicians  as 
required  by  the  statute.  We  seek 
comment  on  whether  we  should  offer 
individual  physicians  and  groups  of 
physicians  with  fewer  than  25  eligible 
professionals  an  option  that  their  value- 
based  payment  modifier  be  calculated 
using  a  quality-tiering  approach  starting 
in  2015.  If  we  did  so,  we  could  calculate 
a  value-based  payment  modifier  for 
groups  of  physicians  with  as  few  as  two 
eligible  professionals  and  apply  the 
value-based  payment  modifier  at  the 
TIN  level  in  the  manner  described  in 
these  proposals  for  groups  of  25  or  more 
eligible  professionals.  Likewise,  we  seek 
comment  on  how  to  adapt  our  proposals 
to  calculate  a  value-based  payment 
modifier  at  the  TIN  level  for  physicians 
in  solo  practices  (TINs  comprised  of  one 
NPI). 

We  also  seek  comment  on  whether  we 
should  develop  a  value-based  payment 
modifier  option  for  hospital-based 
physicians  to  elect  to  be  assessed  based 
on  the  performance  of  the  hospital  at 
which  they  are  based.  In  particular, 
hospital  performance  could  be  assessed 
using  the  measure  rates  the  hospitals 
report  on  the  quality  measures  in  the 
Inpatient  Quality  Reporting  (IQR)  and 
the  Outpatient  Quality  Reporting  (OQR) 
programs.  If  so,  we  seek  comment  on 
which  IQR  and  OQR  measures  (and  the 
applicable  reporting  period)  would  be 
appropriate  to  include  in  such  an  option 
and  a  way  to  identify  and  verify 
whether  physicians  are  hospital-based. 
The  IQR  measures  can  be  found  at 


*2  Johnson  JK,  Miller  SH,  Horowitz  SD.  Systems- 
based  practice:  Improving  the  safety  and  quality  of 
patient  care  by  recognizing  and  improving  the 
systems  in  which  we  work.  In;  Henriksen  K,  Battles 
JB,  Keyes  MA,  Grady  ML,  editors.  Advances  in 
Patient  Safety:  New  Directions  and  Alternative 
Approaches,  Vol  2:  Culture  and  Redesign.  AHRQ 
Publication  No.  08-0034-2.  Rockville,  MD:  Agency 
for  Healthcare  Research  and  Quality;  August  2008. 
p.  321-330. 


http://qualitynet.org/dcs/ 
ContentServer?c=Page&‘pagename=Qnet 
Public  %  2FPage  %  2FQnetTier2&'ci d= 
1141662756099  and  the  OQR  measures 
can  be  found  at  http://qualitynet.org/ 
dcs/ Con  ten  tServer?c=Page&‘pagename=  ' 
QnetPublic%2FPage%2FQnetTier2&' 
cid=1196289981244. 

In  addition,  we  seek  comment  on  how 
best  to  ascertain  whether  a  group  of 
physicians  with  25  or  more  eligible 
professionals  requests  the  option  that 
their  value-based  payment  modifier  be 
calculated  using  a  quality-tiering 
approach.  We  seek  to  establish  a  system 
that  reduces  administrative  burden  on 
physiciana,  enables  these  groups  of 
physicians  to  indicate  how  they  plan  to 
submit  data  on  quality  measures 
through  the  PQRS,  and  is  easy  to 
administer.  We  could,  for  example, 
build  off  of  the  self-nomination  process 
that  we  have  proposed  for  groups  of 
physicians  to  participate  in  the  PQRS 
GPRO.  As  discussed  in  Section 
III.G.l.b;2  of  this  proposed  rule 
regarding  the  PQRS,  we  anticipate  that 
we  will  have  the  ability  to  collect  self- 
nomination  statements  via  the  web  in 
2013.  As  proposed  above,  these  self¬ 
nomination  statements  would  be 
submitted  by  January  31,  2013  for  the 
2013  performance  period.  In  the  event 
that  the  web-based  functionality  is 
unable  to  accept  self-nomination 
statements  for  2013,  we  have  proposed 
that  groups  of  physicians  submit  a  self¬ 
nomination  statement  via  a  letter  (in  a 
prescribed  format)  to  CMS  in  a  timely 
manner. 

We  also  could  establish  a  separate 
web-based  registration  system  that 
permits  groups  of  physicians  to, 
throughout  calendar  year  2013,  request 
that  their  value-based  payment  modifier 
be  calculated  using  the  quality-tiering 
approach  (rather  than  submit  a  self¬ 
nomination  statement  by  January  31, 
2013  as  proposed  in  the  PQRS  self¬ 
nomination  process).  Another  approach 
would  be  to  require  that  groups  of 
physicians  submit  a  letter  (in  a 
prescribed  format)  to  CMS  in  a  timely 
manner.  We  seek  comment  on  these 
approaches. 

We  propose  not  to  offer  groups  of 
physicians  with  25  or  more  eligible 
professionals  that  are  participating  in 
the  Medicare  Shared  Savings  Program  or 
are  associated  with  the  Pioneer  ACO 
program,  assuming  they  meet  the  PQRS 
satisfactory  reporting  criteria,  the  option 
that  their  value-based  payment  modifier 
be  calculated  using  the  quality-tiering 
approach.  As  of  April  2012,  27  ACOs 
are  participating  in  the  Shared  Savings 
Program,  and  32  ACOs  are  participating 
in  the  Pioneer  ACO  program.  We 
anticipate  more  ACOs  will  enter  the 
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Medicare  Shared  Savings  Program 
beginning  July  1,  2012,  and  on  January 
1st  annually  thereafter.  Shared  Savings 
Program  ACOs  will  be  in  a  “pay  for 
reporting”  mode  in  2013,  while  Pioneer 
ACOs  will  be  in  a  “pay  for 
performance”  mode  in  2013. 

We  make  this  proposal  because  we  are 
mindful  that  the  physicians  and  groups 
of  physicians  that  are,  or  will  be, 
participating  in  the  Shared  Savings 
Program  and  the  Pioneer  AGO  program 
have  made  sizable  investments  to 
redesign  care  processes  based  on  the 
incentives  created  by  these  programs.  _ 
Indeed,  these  organizations  have 
committed  to  reporting  on  a  broader  set 
of  quality  measures  than  we  are 
proposing  for  the  value-based  payment 
modifier  to  demonstrate  the  quality  of 
care  their  beneficiaries  are  receiving.  We 
do  not  wish  to  unintentionally  disturb 
these  investments.  Therefore,  we  seek 
comment  on  ways  to  structure  the 
value-based  payment  modifier  starting 
in  2017  so  it  does  not  create  incentives 
that  conflict  with  the  goals  of  the  Shared 
Savings  Program  and  the  Pioneer  AGO 
program.  Alternatively,  we  seek 
comment  on  whether  we  should  permit 
groups  of  physicians  that  are 
participating  in  these  two  programs  the 
option  that  their  value-based  payment 
modifier  be  calculated  using  a  quality¬ 
tiering  approach  and  applied  to  their 
payments  under  the  PFS  starting  in 
2015. 

We  note  that  the  value-based  payment 
modifier  is  applicable  only  to  payment 
for  physicians’  services  under  the  PFS. 
The  value-based  payment  modifier  does 
not  apply  to  services  that  physicians 
furnish  in  Rural  Health  Glinics  (RHGs), 
Federally  Qualified  Health  Genters 
(FQHGs),  and  Gritical  Access  Hospitals 
(GAHs)  billing  under  method  II  (but  not 
method  I  or  the  standard  method), 
because  they  are  not  considered  as  being 
paid  under  the  PFS. 

b.  Proposed  Performance  Period 

We  previously  finalized  GY  2013  as 
the  initial  performance  period  for  the 
value-based  payment  modifier  that  will 
be  applied  in  GY  2015  (76  FR  73436). 
This  means  that  we  will  use 
performance  on  quality  and  cost 
measures  during  GY  2013  to  calculate 
the  value-based  payment  modifier  that 
we  would  apply  to  items  and  services 
for  which  payment  is  made  under  the 
PFS  during  GY  2015.  Likewise,  we 
propose  that  performance  in  GY  2014  be 
used  to  calculate  the  value-based 
payment  modifier  that  is  applied  to 
items  and  services  for  which  payment  is 
made  under  the  PFS  during  GY  2016. 

As  we  explained  previously  in  the  GY 
2012  PFS  final  rule  with  comment 


period  (76  FR  73435),  we  explored 
different  options  to  close  the  gap 
between  the  performance  period  (that  is, 
2013)  and  the  payment  adjustment 
period  (that  is,  2015),  butdhat  none  of 
them  would  have  permitted  sufficient 
time  for  physicians  and  groups  of 
physicians  to  report  measures  or  have 
their  financial  performance  measured 
over  a  meaningful  period,  or  for  us  to 
calculate  a  value-based  payment 
modifier  and  notify  physicians  and 
groups  of  physicians  of  their  quality  and 
cost  performance  and  value-based 
payment  modifier  prior  to  the  payment 
adjustment  period.  We  also  explained 
that  a  system  that  adjusted  payments  to 
take  into  account  the  value-based 
payment  modifier  after  claims  have 
been  paid  would  be  onerous  on 
physicians  and  beneficiaries.  We 
continue  to  explore  ways  to  provide 
more  timely  feedback  to  physicians  and 
to  narrow  the  gap  between  the 
performance  period  and  the  payment  * 
adjustment  period  and  seek  comment  on 
practical  alternatives  that  we  could 
implement  to  do  so.  We  seek  comment 
on  our  proposal  to  use  GY  2014  as  the 
performance  period  for  the  2016  value- 
based  payment  modifier. 

c.  Proposed  Quality  Measures  • 

In  this  section  we  discuss  our 
proposals  to  align  quality  measure 
reporting  for  the  value-based  payment 
modifier  with  PQRS  reporting  methods, 
to  expand  the  range  of  quality  measures 
that  we  will  use  for  the  value-based 
payment  methodology,  and  to  start  a  ' 
discussion  on  how  to  assess  community 
based  quality  of  care. 

(1)  Alignment  of  Quality  Reporting 
Options  With  PQRS  Satisfactory 
Reporting  Griteria 

As  discussed  above,  we  propose  to 
categorize  groups  of  physicians  with  25 
or  more  eligible  professionals  into  two 
categories  depending  upon  whether 
they  have  met  the  PQRS  satisfactory 
rep’orting  criteria  established  above  for 
the  value-based  payment  modifier.  We 
note  that  under  those  proposed  criteria 
for  satisfactory  reporting,  groups  of  25 
or  more  eligible  professionals  would  be 
able  to  submit  data  on  quality  measures 
using  one  of  following  proposed  PQRS 
reporting  mechanisms:  PQRS  GPRO 
r  using  the  web-interface,  claims, 
registries,  or  EHRs;  or  PQRS 
administrative  claims-based  option. 
These  reporting  mechanisms  are 
discussed  above  in  Section  III.G  of  this 
proposed  rule  (Physician  Payment, 
Efficiency,  and  Quality  Improvement — 
Physician  Quality  Reporting  System). 
The  satisfactory  reporting  criteria  for  the 
PQRS  GPRO  reporting  mechanisms  are 


described  in  Tables  27  and  28.  The 
satisfactory  reporting  criteria  for  the 
PQRS  administrative  claims-biased 
reporting  option  is  described  in  Section 
III.G.  (“Proposed  Griteria  for  Satisfactory 
Reporting  for  the  2015  and  2016 
Payment  Adjustments  for  Eligible 
Professionals  and  Group  Practices  using 
the  Administrative  Glaims-based 
Reporting  Mechanism.”)  We  propose  to 
rely  on  these  proposed  criteria  for 
satisfactory  reporting  in  order  to 
categorize  groups  of  physicians  for 
purposes  of  the  value-based  payment 
modifier. 

For  those  groups  of  physicians  that 
have  met  the  PQRS  satisfactory 
reporting  criteria  and  request  that  their 
value-based  payment  modifier  be 
calculated  using  a  quality-tiering 
approach,  we  propose  to  use  the 
performance  rates  on  the  quality 
measures  reported  through  any  of  these 
reporting  mechanisms.  We  seek 
comment  on  this  proposal.  We  are 
concerned,  however,  that  some  groups 
of  physicians  may  attempt  to  submit 
data  on  PQRS  quality  measures  using 
one  of  the  GPRO  reporting  mechanisms 
(web-interface,  claims,  registries,  or 
EHRs)  and  fail  to  meet  the  criteria  for 
satisfactory  reporting  and  thus  be 
categorized  as  non-PQRS  reporters  (and 
be  subject  to  the  - 1.0  percent 
downward  adjustment).  To  address  this 
issue,  we  seek  comment  on  whether  to 
assess  performance  on  the  measures 
included  in  the  PQRS  administrative 
claims-based  reporting  option  as  a 
default  if  a  group  o^  physicians  attempts 
to  participate  in  one  of  the  PQRS  GPRO 
reporting  mechanisms  and  does  not 
meet  the  PQRS  criteria  for  satisfactory 
reporting. 

In  addition,  we  seek  comment  on 
which  PQRS  reporting  mechanisms  we 
should  offer  to  individual  physicians  if 
we  were  to  apply  the  value-based 
payment  modifier  applied  to  their 
payments  under  the  PFS  starting  in 
2015  or  2016.  Tables  25  and  26  describe 
the  proposed  PQRS  reporting  options 
available  to  individual  physicians  for 
the  2013  and  2014  PQRS  incentives. 

(2)  Quality  Measure  Alignment  With  the 
Physician  Quality  Reporting  System 

In  the  GY  2012  PFS  final  rule  with 
comment  period  (76  FR  73432),  we 
finalized,  for  physicians  practicing  in 
groups,  all  measures  in  the  GPRO  of 
PQRS  for  2012.  We  also  stated  that  we 
expected  to  update  these  measures  for 
the  initial  performance  year  (GY  2013) 
of  the  value-based  payment  modifier 
based  on  the  measures  finalized  in 
subsequent  rulemaking  under  PQRS.  (76 
FR  73427  through  73432).  We  propose 
to  include  all  individual  measures  in 
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the  PQRS  GPRO  web-interface,  claims,  • 
registries,  and  EHR  reporting 
mechanisrhs  for  2013  and  beyond  for 
the  value-based  payment  modifier. 

These  quality  measures  are  included  in 
Tables  30  and  32.  We  seek  comment  on 
this  proposal. 

We  also  seek  comment  on  the  quality 
measures  that  we  should  propose  for 
individual  physicians  if  we  were  to 
provide  individual  physicians  the 
ability  to  elect  to  have  the  value-based 
payment  modifier  apply  to  their 
payments  under  the  PFS  starting  in 
2015  or  2016.  In  the  CY  2012  PFS  final 
rule  with  comment  period,  we  finalized 
for  individual  physicians,  the  PQRS 
core  set  of  measures  for  CY  2012  and  the 
core  set  of  measures,  alternate  core,  and 
additional  measures  in  the  Medicare 
EHR  Incentive  Program  for  2012.  We 
seek  comment  on  which  PQRS  measures 
for  2013  and  beyond  to  include  in 
calculating  the  value-based  payment 
modifier  at  the  individual  level.  Table 
32  lists  the  PQRS  measures  we  are 
proposing  for  reporting  through  PQRS 
for  2013  and  beyond.  We  believe 
incorporating  all  the  PQRS  measures 
provides  a  broad  set  of  quality  measures 
from  which  physicians  can  choose  how 
best  to  assess  their  performance.  We 
seek  comment  on  these  issues  and  the 
above  proposals. 

(3)  Administrative  Claims  Option  Under 
PQRS 

Under  the  PQRS,  we  propose  to 
provide  an  option  for  physicians  and 
groups  of  physicians  to  select  an 
administrative  claims-based  reporting 
option  for  purposes  of  the  PQRS 
payment  adjustment  for  2015  and  2016 
only.  We  discuss  two  issues 
surrounding  this  proposed 
administrative  claims-based  reporting 
option  as  it  relates  to  the  value-based 
payment  modifier:  (1)  the  level  at  which 
to  assess  the  administrative  claims- 
based  measures  (individual  or  group), 
and  (2)  the  scope  of  quality  measures 
that  will  be  assessed  using 
administrative  claims. 

(a.)  Level  of  Performance  Assessment 

We  can  either  assess  performance  at 
the  individual  physician  level,  as  we 


did  in  the  2010  individual  Phy^cian 
Feedback  reports,  or  at  the  group 
practice  level  and  apply  the 
performance  rate  to  the  physicians  that 
are  part  of  that  group.  Measurement  and 
assessment  at  the  individual  level  (as 
identified  by  a  National  Provider 
Identification  number  (NPI))  provides 
actionable  information  for  improvement 
for  physicians  and  can  incentivize 
physician  accountability  for  quality  of 
care  and  cost.  Despite  these  benefits, 
assessments  of  individual  physicians 
using  administrative  claims-based 
measures  may  result  in  insufficient 
numbers  of  cases  at  the  individual  level 
to  develop  statistically  reliable 
performance  rates  for  each  measure. 
Moreover,  because  physician 
performance  would  affect  payment,  we 
believe  performance  rates  should  be 
statistically  reliable. 

Assessment  of  physician  performance 
at  the  group  practice  level  (as  identified 
by  a  single  Taxpayer  Identification 
Number  (TIN))  reflects 'the  view  that  the 
group  in  which  a  physician  practices 
matters.  Group  practice  assessments 
will  allow  for  a  larger  number  of  cases 
to  assess  performance  scores  and  a 
larger  number  of  outcome  measures 
than  assessments  solely  at  the 
individual  level.  The  larger  number  of 
cases  also  means  the  performance  scores 
will  be  more  statistically  reliable  on 
which  to  modify  payment.  It  also  allows 
us  to  calculate  more  quality  measures  in 
more  domains  of  the  National  Quality 
Strategy.  For  these  reasons,  for  purposes 
of  the  value-based  payment  modifier, 
we  propose  to  assess  performance  rates 
for  the  measures  in  the  PQRS 
administrative  claims-based  reporting 
option  at  the  TIN  level  and  apply  the 
calculated  performance  score  and  the 
resulting  value-based  payment  modifier 
to  all  physicians  that  bill  under  that  TIN 


’3  See  e.g.,  Johnson  JK,  Miller  SH,  Horowitz  SD. 
Systems-based  practice:  Improving  the  safety  and 
quality  of  patient  care  by  recognizing  and 
improving  the  systems  in  which  we  work.  In: 
Henriksen  K,  Battles  JB,  Keyes  MA,  Grady  ML, 
editors.  Advances  in  Patient  Safety:  New  Directions 
and  Alternative  Approaches’  Vol  2:  Culture  and 
Redesign.  AHRQ  Publication  No.  08-0034-2. 
Rockville,  MD:  Agency  for  Healthcare  Research  and 
Quality;  August  2008.  p.  321-330. 


during  the  payment  adjustment  period. 
We  seek  comment  on  this  proposal. 

(b.)  Quality  Measures 

In  the  CY  2010  individual  Physician 
Feedback  reports,  which  we  distributed 
to  over  23,000  physicians  in  Iowa, 
Kansas,  Missouri,  and  Nebraska  in 
March  2012,  we  provided  performance 
rates  on  28  administrative  claims-based 
measures.  These  measures  focused  on 
clinical  care  of  prevalent  and  chronic 
diseases  among  Medicare  beneficiaries 
and  medication  management  measures 
and  were  assessed  at  the  individual 
physician  level  (that  is,  NPI).  Twenty- 
seven  of  the  28  measures  were  endorsed 
by  the  National  Quality  Forum  and  the 
remaining  measure  was  developed  and  - 
is  maintained  by  the  National 
Committee  for  Quality  Assurance 
(NCQA).  Specifications  for  all  28 
administrative  claims-based  measures 
can  be  found  at  https://www.cms.gov/ 
physicianfeedbackprogram . 

We  propose  to  include,  for  purposes 
of  assessing  performance  for  the  PQRS 
administrative  claims-based  reporting 
option,  15  of  these  measures,  which  are 
indicated  in  Table  64.  We  have  selected 
these  15  measures  because  they  are 
clinically  meaningful,  focus  on  highly 
prevalent  conditions  among 
beneficiaries,  have  the  potential  to 
differentiate  physicians,  and  are 
reliable.  Most  of  the  proposed  measures 
do  not  rely  on  the  use  of  Part  D  drug 
data  that  we  do  not  have  for  all 
Medicare  FFS  beneficiaries.  We  also 
note  that  these  proposed  measures  are 
similar  to  the  measures  adopted  in 
several  private  sector  programs.^'*  We 
also  seek  comment,  however,  on 
whether  to  include  any  of  the  remaining 
13  measures  that  we  have  not  proposed, 
but  included  in  the  Physician  Feedback 
Reports.  These  measures  are  listed  in 
Table  65. 

BILLING  CODE  4120-01-P 


Zirui-Song,  et  al,  “Health  Care  Spending  and 
Quality  in  Year  1  of  the  Alternative  Quality 
Contract,”  New  England  Journal  of  Medicine, 
365:10  (Sept.  2011J. 
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TABLE  64;  Proposed  Measures  for  the  Administrative  Claims  Option  for  2015  and  2016 


NQF 

Number 

Measure  Title 

Measure 

Steward 

Domain  of 
Care 

0576 

Follow-Up  After  Hospitalization  for  Mental  Illness 

Percentage  of  discharges  for  patients  who  were  hospitalized  for  treatment  of  selected  mental 
health  disorders  and  who  had  an  outpatient  visit,  an  intensive  outpatient  encounter,  or  partial 
hospitalization  with  a  mental  health  practitioner 

NCQA 

Care 

Coordination 

0021 

Annual  Monitoring  for  Beneficiaries  on  Persistent  Medications 

Percentage  of  patients  18  years  of  age  and  older  who  received  at  least  180  treatment  days  of 
ambulatory  medication  therapy  for  a  select  therapeutic  agent  during  the  measurement  year  and 
at  least  one  therapeutic  monitoring  event  for  the  therapeutic  agent  in  the  measurement  year. 

NCQA 

Patient 

Safety 

0555 

Lack  of  Monthly  INR  Monitoring  for  Beneficiaries  on  Warfarin 

Average  percentage  of  40-day  intervals  in  which  Part  D  beneficiaries  with  claims  for  warfarin 
do  not  receive  an  INR  test  during  the  measurement  period. 

CMS 

Patient 

Safety 

0577 

Use  of  Spirometry  Testing  to  Diagnose  COPD 

Percentage  of  patients  at  least  40  years  old  who  have  a  new  diagnosis  or  newly  active  chronic 
obstructive  pulmonary  disease  (COPD)  who  received  appropriate  spirometry  testing  to 
confirm  the  diagnosis. 

NCQA 

Clinical  Care 

Pharmacotherapy  Management  of  COPD  Exacerbation 

Percentage  of  chronic  obstructive  pulmonary  disease  (COPD)  exacerbations  for  patients  40 
years  of  age  and  older  who  had  an  acute  inpatient  discharge  or  ED  encounter  between  January 

1 -November  30  of  the  measurement  year  and  were  dispensed  appropriate  medications 

NCQA 

Clinical  Care 

0543 

Statin  Therapy  for  Beneficiaries  with  Coronary  Artery  Disease 

Medication  Possession  Ratio  (MPR)  for  statin  therapy  for  individuals  over  18  years  of  age 
with  coronary  artery  disease. 

CMS 

Clinical  Care 

0583 

Lipid  Profile  for  Beneficiaries  Who  Started  Lipid-Lowering 

Medications 

Percentage  of  patients  age  1 8  or  older  starting  lipid-lowering  medication  during  the 
measurement  year  who  had  a  lipid  panel  checked  within  3  months  after  starting  drug  therapy 

Resolution 

Health 

Clinical  Care 

0053 

Osteoporosis  Management  in  Women  >  67  Who  Had  a  Fracture 

Percentage  of  women  67  years  and  older  who  suffered  a  fracture  and  who  had  either  a  bone 
mineral  density  (BMD)  test  or  prescription  for  a  drug  to  treat  or  prevent  osteoporosis  in  the  six 
months  after  the  date  of  fracture. 

NCQA 

Clinical  Care 

0055 

Dilated  Eye  jExam  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  patients  with  diabetes  aged  18-75  years  who  received  a  dilated  eye  exam 
by  an  ophthalmologist  or  optometrist  during  the  measurement  year,  or  had  a  negative  retinal 
exam  (no  evidence  of  retinopathy)  by  an  eye  care  professional  in  the  year  prior  to 
themeasurement  year. 

NCQA 

■ 

0057 

HbAlc  Testing  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  patients  with  diabetes  aged  18-75  years  receiving  one  or  more  Ale  test(s) 
per  year. 

NCQA 

Clinical  Care 

0062 

Urine  Protein  Screening  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  diabetes  patients  aged  18-75  years  with  at  least  one  test  nephropathy 
screening  test  during  the  measurement  year  or  who  had  evidence  existing  nephropathy 
(diagnosis  of  nephropathy  or  documentation  of  microalbuminuria  or  albuminuria). 

NCQA 

Clinical  Care 

0063 

Lipid  Profile  for  Beneficiaries  <  75  with  Diabetes 

Percentage  of  adult  patients  with  diabetes  aged  1 8^75  who  had  an  LDL-C  test  performed 
during  the  measurement  year. 

NCQA 

Clinical  Care 

0075 

Lipid  Profile  for  Beneficiaries  with  Ischemic  Vascular  Disease 

Percentage  of  patients  18  years  of  age  and  older  who  were  discharged  alive  for  acute 
myocardial  infarction  (AMI),  coronary  artery  bypass  graft  (CABG)  or  percutaneous  coronary 
interventions  (PCI)  from  January  1 -November  1  of  the  year  prior  to  the  measurement  year,  or 
who  had  a  diagnosis  of  ischemic  vascular  disease  (IVD)  during  the  measurement  year  and  the 
year  prior  to  measurement  year,  who  had  a  complete  lipid  profile  during  the  measurement 
year. 

NCQA 

Clinical  Care 

0105 

Antidepressant  Treatment  for  Depression 

Percentage  of  discharges  for  patients  who  were  hospitalized  for  treatment  of  selected  mental 
health  disorders  and  who  had  an  outpatient  visit,  an  intensive  outpatient  encounter,  or  partial 
hospitalization  with  a  mental  health  practitioner. 

NCQA 

Clinical  Care 

0031 

Breast  Cancer  Screening  for 

Women  <  69 

Percentage  of  eligible  women  40-69  who  receive  a  mammogram  in  during  the  measurement 
year  or  in  the  year  prior  to  the  measurement  year. 

NCQA 

Clinical  Care 
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TABLE  65:  Remaining  Measures  Not  Proposed  for  the  Administrative  Claims  Option 


NQF 

Number 

Measure  Title 

Measure 

Steward 

Domain 
of  Care 

Not  NQF 
Endorsed 

Potentially  Harmful  Drug-Disease  Interactions  in  the  Elderly 

The  percentage  of  Medicare  members  65  years  of  age  and  older  who  have  evidence  of  an 
underlying  disease,  cdhdition  or  health  concern  and  who  were  dispensed  an  ambulatory 
prescription  for  a  contraindicated  medication,  concurrent  with  or  after  the  diagnosis. 

NCQA 

Patient 

Safety 

0071 

Acute  Myocardial  Infarction  (AMI):  Persistence  of  Beta-Blocker 
Treatment  After  a  Heart  Attack 

Percentage  of  patients  age  1 8  years  and  older  during  the  measurement  year  who  were 
hospitalized  and  discharged  alive  with  a  diagnosis  of  acute  myocardial  infarction  (AMI)  and 
who  received  persistent  beta-blocker  treatment  for  six  months  after  discharge 

NCQA 

Clinical 

Care 

0022 

Use  of  High-Risk  Medications  in  the  Elderly:  (a)  Patients  Who  Receive 

At  Least  One  Drug  To  Be  Avoided 

Percentage  of  patients  ages  65  years  and  older  who  received  at  least  one  high-risk  medication  in 
the  measurement  year 

(b)  Patients  Who  Receive  At  Least  Two  Different  Drugs  To  Be  Avoided 

Percentage  of  patients  65  years  of  age  and  older  who  received  at  least  two  different  high-risk 
medications  in  the  measurement  year 

NCQA 

Patient 

Safety 

0556 

INR  for  Beneficiaries  Taking  Warfarin  and  Interacting  Anti-Infective 
Medications 

Percentage  of  episodes  with  an  INR  test  performed  3  to  7  days  after  a  newly-started  interacting 
anti-infective  medication  for  Part  D  beneficiaries  receiving  warfarin 

CMS 

Patient 

Safety 

0568 

Appropriate  Follow-Up  for  Patients  with  HIV 

Percentage  of  patients  diagnosed  with  HIV  who  received  a  CD4  count  and  an  HIV  RNA  level 
laboratory  test  in  the  6  months  following  diagnosis 

Health 

Benchmarks 

Clinical 

Care 

0623 

Breast  Cancer  -  Cancer  Surveillance 

Percentage  of  female  patients  1 8  and  older  with  breast  cancer  who  had  breast  cancer 
surveillance  in  the  past  12  months 

Active 

Health 

Management 

Clinical 

Care 

0625 

Prostate  Cancer  -  Cancer  Surveillance 

Percentage  of  males  with  prostate  cancer  that  have  had  their  PSA  monitored  in  the  past  1 2 
months 

Clinical 

Care 

0054 

Arthritis:  Disease  Modifying  Antirheumatic  Drug  (DMARD)  Therapy  in 
Rheumatoid  Arthritis 

Percentage  of  patients  1 8  years  and  older,  diagnosed  with  rheumatoid  arthritis  who  have  had  at 
least  one  ambulatory  prescription  dispensed  for  a  DMARD 

NCQA 

Clinical 

Care 

0581 

Deep  Vein  Thrombosis  Anticoagulation  At  Least  3  Months 

Percentage  of  patients  diagnosed  with  a  lower  extremity  DVT  more  than  3  months  prior  to  the 
end  of  the  measurement  year  (who  do  not  have  contraindications  to  warfarin  therapy  and  who  do 
not  have  an  IVC  filter  in  the  90  days  after  the  onset  of  PE)  who  had  at  least  3  months  of 
anticoagulation  after  the  event  or  patients  showing  compliance  with  anticoagulation  therapy  as 
indicated  by  a  Home  PT  Monitoring  device  or  multiple  instances  of  prothrombin  time  testing 
over  the  3-month  period 

Resolution 

Health 

Clinical 

Care 

0593 

Pulmonary  Embolism  Anticoagulation  At  Least  3  Months 

Percentage  of  patients  diagnosed  with  a  PE  more  than  3  months  prior  to  the  end  of  the 
measurement  year  (who  do  not  have  contraindications  to  warfarin  therapy  and  who  do  not  have 
an  IVC  filter  in  the  90  days  after  the  onset  of  PE)  who  had  at  least  3  months  of  anticoagulation 
after  the  event  or  patients  showing  compliance  with  anticoagulation  therapy  as  indicated  by  a 
Home  PT  Monitoring  device  or  multiple  instances  of  prothrombin  time  testing  over  the  3-month 
period 

Resolution 

Health 

Clinical 

Care 

0614 

Steroid  Use  -  Osteoporosis  Screening 

Percentage  of  patients,  18  and  older,  who  have  been  on  chronic  steroids  for  at  least  180  days  in 
the  past  9  months  and  who  had  a  bone  density  evaluation  or  osteoporosis  treatment 

Active 

Health 

Management 

Clinical 

Care 

0567 

Appropriate  Work-Up  Prior  To  Endometrial  Ablation  Procedure 

Percentage  of  women  who  had  an  endometrial  ablation  procedure  during  the  measurement  year 
who  received  endometrial  sampling  or  hysteroscopy  with  biopsy  during  the  previous  year 

Active 

Health 

Management 

Clinical 

Care 

0584 

Hepatitis  C:  Viral  Load  Test 

Percentage  of  patients  18  years  or  older  with  Hepatitis  C  (HCV)  who  began  HCV  antiviral 
therapy  during  the  measurement  year  and  had  HCV  Viral  Load  testing  prior  to  initiation  of 
antiviral  therapy 

Resolution 

Health 

Clinical 

Care 
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(4)  Outcome  Measures  for  Groups  of 
Physicians 

We  finalized  in  the  CY  2012  PFS  final 
rule  (76  FR  73432)  for  physicians 
practicing  in  groups  to  include  the  rates 
of  potentially  preventable  hospital 
admissions  for  two  ambulatory  care 
sensitive  conditions  (ACSCs)  at  the 
group  practice  level:  heart  failure;  and 
chronic  obstructive  pulmonary  disease. 
We  also  noted  that  several  commenters 
to  the  CY  2012  proposed  PFS  rule 
expressed  support  for  using  outcome 
measures  that  assess  the  rate  of 
potentially  preventable  hospital 
admissions  including  the  Consumer- 
Purchaser  Disclosure  Project,  a  group  of 
large  purchasers  of  health  care  services. 
We  believe  it  is  appropriate  to  focus  on 
potentially  preventable  hospital 
admissions  because,  as  our  2010 
Physician  Feedback  reports  have  shown, 
hospital  inpatient,  outpatient,  and 
emergency  department  costs  account  for 
over  50  percent  of  total  per  capita  costs. 
Thus,  we  propose  to  include  four 
outcome  measures  in  the  value-based 
payment  modifier  for  all  groups  of 
physicians  with  25  or  more  eligible 
professionals.  These  outcome  measures 
are  discussed  below.  It  is  important  to 
note  that  we  propose  to  calculate  these 
measures  for  groups  of  physicians  with 
25  or  more  eligible  professionals  - 
regardless  of  which  reporting 
mechanisms  the  groups  of  physicians 
choose  to  report  quality  data:  PQRS 
GPRO  using  the  web-interface,  claims, 
registries,  or  EHRs;  or  the  PQRS 
administrative  claims-based  reporting 
option. 

Currently  the  Physician  Feedback 
reports  that  we  provide  to  group 
practices  include  potentially 
preventable  hospital  admission 


measures  for  three  chronic  conditions: 
heart  disease,  chronic  pulmonary 
obstructive  disease,  and  diabetes  (a 
composite  measure  including 
uncontrolled  diabetes,  short  term 
diabetes  complications,  long  term 
diabetes  complications  and  lower 
extremity  amputation  for  diabetes).  In 
addition,  the  Physician  Feedback 
reports  provide  potentially  preventable 
hospital  admission  measures  for  three 
acute  conditions:  dehydration;  urinary 
tract  infection;  and  bacterial 
pneumonia.  Specifications  for  all  six  of 
these  measures  can  be  found  at  http:// 
www.qualityindicators.ahrq.gov/ 
ModuIes/PQITechSpec.aspx. 

However,  given  the  potential  that  any 
group  of  physicians  may  have  relatively 
few  potentially  preventable  hospital 
admissions  for  a  given  condition,  we 
propose  to  create  for  the  value-based 
payment  modifier  two  composites  from 
these  measures;  an  acute  condition 
composite;  and  a  chronic  care 
composite.  Compositing  measures  is  a 
well-established  technique  in  quality 
measurement  to  increase  reliability 
when  the  number  of  cases  is  small 
because  it  combines  individual 
measures  into  one  composite  measure. 
Additionally,  presenters  on  the  National 
Provider  Calls  CMS  held  on  February  29 
and  March  14  entitled  “Physician 
Value-Based  Payment  Modifier  Program: 
Experience  from  Private  Sector 
Physician  Pay-for-Performance 
Programs”  specifically  recommended 
this  approach  for  the  value-based 
payment  modifier.  (Transcripts  and 
slides  from  these  presentations  are 
available  at  http://www.cms.gov/ 
physician feedbackprogram.) 

We  propose  that  the  acute  condition 
composite  combine  the  rates  of  * 
potentially  preventable  hospital 


admission  for  dehydration,  urinary  tract 
infection,  and  bacterial  pneumonia.  We 
propose  that  the  chronic  care  composite 
combine  the  rates  of  potentially 
preventable  hospital  admissions  for 
diabetes,  heart  failure,  and  chronic 
obstructive  pulmonary  disease.  We 
believe  group  practices  will  be 
incentivized  to  prevent  these  types  of 
hospital  admissions,  which  will 
improve  patient  care  and  reduce  per 
capita  costs. 

We  also  propose  to  use  two  other  quality 
measures  to  assess  care  coordination  at  the 
group  level  that  we  currently  use  in  other 
CMS  physician  quality  programs:  the  all¬ 
cause  hospital  readmission  measure  used  in 
the  Medicare  Shared  Savings  Program 
(described  on  the  CMS  Web  site  at  http:// 
www.cms.gov/Medicare/Medicare-Fee-for- 
Service-Payment/sharedsavingsprogram/ 
Downloads/ ACO_QualityMeasures.pdf]  and 
the  30-day  post-discharge  visit  measure  used 
in  the  PGP  Transition  Demonstration 
(described  at  https://www.cms.gov/Medicare/ 
Demonstration-Projects/ 
DemoProjectsEvalRpts/downloads// 
PGP_Transition_Quality_Specs_Report.pdf). 
We  believe  that  the  all-cause  hospital 
readmission  measure  provides  a  strong 
incentive  for  groups  to  focus  on  reducing 
hospital  readmissions.  In  addition,  the  30- 
day  post-discharge  visit  measure  helps 
incentivize  physicians  to  engage  in  more 
effective  care  coordination.  Recent  literature 
cites  a  study  in  which  there  was  no  visit  to 
a  physician’s  office  between  the  time  of 
discharge  and  rehospitalization  for  50 
percent  of  patients  who  were  rehospitalized 
within  30  days  after  a  medical  discharge  to 
the  community.^®  Based  on  input  and 
comments  from  stakeholders,  including  other 
payers,  we  believe  that  such  follow  up  visits 
can  reduce  unnecessary  rehospitalizations. 
These  four  measures  are  summarized  in 
Table  66. 


'5  N  Engl  I  Med  2009;  360:1418-1428 
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TABLE  66:  Four  Outcome  Measures  for  the  Value-Based  Payment  Modifier  for 
_ _ Groups  of  Physicians _ _ 


NQF 

Number 

Measure  Title 

IVleasiire 

Steward 

Domain  of 
Care 

N/A 

1.  Composite  of  Acute  Prevention  Quality  Indicators 

N/A 

Care 

Coordination 

0279 

Bacterial  Pneumonia 

The  number  of  admissions  for  bacterial  pneumonia  per  100,000  population. 

AHRQ 

0281 

UTI 

The  number  of  discharges  for  urinary  tract  infection  per  100,000  population  Age 

1 8  Years  and  Older  in  a  one  year  time  period 

AHRQ 

0280 

Dehydration 

The  number  of  admissions  for  dehydration  per  100,000  population. 

AHRQ 

N/A 

2.  Composite  of  Chronic  Prevention  Quality  Indicators 

Care 

Coordination 

Diabetes  Composite 

0638 

Uncontrolled  diabetes 

The  number  of  discharges  for  uncontrolled  diabetes  per  100,000  population 
Age  18  Years  and  Older  in  a  one  year  time  period. 

AHRQ 

0272 

Short  Term  Diabetes  compilations 

The  number  of  discharges  for  diabetes  short-term  complications  per  1 00,000 
Age  18  Years  and  Older  population  in  a  one  year  period. 

AHRQ 

0274 

Long  term  diabetes  complications 

The  number  of  discharges  for  long-term  diabetes  complications  per  1 00,000 
population  Age  18  Years  and  in  a  one  year  time  period. 

AHRQ 

0285 

Lower  extremity  amputation  for  diabetes 

The  number  of  discharges  for  lower-extremity  amputation  among  patients 
with  diabetes  per  100,000  population  Age  18  Years  in  a  one  year  time 
period. 

AHRQ 

0275 

COPD 

The  number  of  admissions  for  chronic  obstructive  pulmonary  disease 
(COPD)  per  100,000  population. 

AHRQ 

0277 

Heart  Failure 

Percent  of  the  population  with  admissions  for  CHF. 

AHRQ 

N/A 

3.  Ail  Cause  Readmission 

The  rate  of  provider  visits  within  30  days  of  discharge  from  an  acute  care  hospital  per  1,000 
discharges  among  eligible  beneficiaries  assigned. 

CMS 

Care 

Coordination 

N/A 

4.  30  Day  Post  Discharge  Visit 

The  rate  of  provider  visits  within  30  days  of  discharge  from  an  acute  care  hospital  per  1,000 
discharges  among  eligible  beneficiaries  assigned. 

CMS 

Care 

Coordination 

BILUt4G  CODE  4120-01-C 

VVe  also  note  that  we  are  making  plans 
to  seek  National  Quality  Forum 
endorsement  for  these  four  measures  as 
required  by  section  1848(p)(2KB)(ii)  of 
the  Act.  We  seek  comment  on  our 
proposals  to  use  these  four  measures  in 
the  value-based  payment  modifier  for  all 
groups  of  physicians  with  25  or  more 
eligible  professionals. 

At  this  time  we  are  not  making 
proposals  regarding  how  to  assess 
community-level  performance  and  how 
such  assessments  could  be  included  in 
the  value-based  payment  modifier  for 
groups  of  physicians.  We  seek  comment, 
however,  on  whether,  measurement  and 
adjustment  at  the  community  level 
would  further  our  objectives  to 
encourage  and  reward  physicians  and 
groups  of  physicians  for  furnishing 
high-quality,  efficient,  patient-centered 
clinical  care. 


d.  Proposed  Cost  Measures 

Section  1848(p)(3)  of  the  Act  requires 
us  to  evaluate  costs,  to  the  extent 
practicable,  based  on  a  composite  of 
appropriate  measures  of  costs.  In  the  CY 
2012  PFS  final  rule  with  comment 
period  (76  FR  73434),  we  finalized  use 
of  total  per  capita  cost  measures  and  per 
capita  costs  measures  for  beneficiaries 
with  four  specific  chronic  conditions 
(chronic  obstructive  pulmonary  disease, 
heart  failure,  coronary  artery  disease, 
and  diabetes)  for  the  value-based 
payment  modifier.  Total  per  capita  costs 
include  payments  under  both  Part  A' 
and  Part  B.  Total  per  capita  costs  do  not 
include  Medicare  payments  under  Part 
D  for  drug  expenses.  We  propose  to  use 
at  least  a  60-day  run  out  with  a 
completion  factor  from  our  Office  of  the 
Actuary  (for  example,  claims  paid 
through  March  1  of  the  year  following 
December  31,  the  close  of  the 
performance  period)  to  calculate  the 


total  per  capita  cost  measures.  We  seek 
comment  on  this  proposal. 

We  used  these  five  measures  in  the 

2010  Physician  Feedback  reports  for 
individual  physicians  and  physician 
groups;  they  also  will  be  included  in  the 

2011  Physician  Feedback  reports  that 
we  expect  to  disseminate  later  in  2012. 
We  propose  to  continue  to  use  these  five 
measures  to  calculate  the  cost  composite 
for  the  value-based  payment  modifier. 
We  also  are  developing  plans  to  submit 
these  per  capita  cost  measures  for 
National  Quality  Forum  endorsement. 

Several  recipients  of  the  2010 
Physician  Feedback  reports  objected  to 
being  “held  responsible”  for  total  per 
capita  costs  of  the  beneficiaries  that  they 
treated,  because  they  could  not  affect 
the  other  costs  incurred  by  the  patient. 

In  our  view,  the  total  per  capita  cost 
measure  is  just  one  metric  used  to  assess 
ihe  costs  of  care.  It  has  no  impact  until 
we  use  it  to  make  comparisons  among 
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physicians  and  groups  of  physicians.  In 
other  words,  it  is  not  the  measure  itself 
(because  it  reflects  the  total  cost  of  care 
beneficiaries  received),  but  how  we  use 
it  to  assess  performance  that  matters.  As 
described  more  fully  in  the  composite 
scoring  methodology  proposals  below, 
we  propose  to  make  cost  comparisons 
among  groups  of  physicians  using  a 
similar  beneficiary  attribution 
methodology  such  that  we  make  "“apples 
to  apples”  comparisons.  We  believe  that 
this  would  be  an  appropriate  approach 
to  using  the  total  per  capita  cost 
measure  in  the  value-based  payment 
modifier.  We  seek  comment  on  these 
proposals. 

(1)  Proposed  Payment  Standardization 
Methodology  for  Cost  Measures 

Section  1848(p)(3)  of  the  Act  requires 
that  “*  *  *  costs  shall  be  evaluated,  to 
the  extent  practicable,  based  on  a 
composite  of  appropriate  nleasures  of 
costs  established  by  the  Secretary  (such 
as  the  composite  measure  under  the 
methodology  established  under  section 
1848(n)(9)(C)(iii))  that  eliminate  the 
effect  of  geographic  adjustments  in 
payment  rates  (as  described  in 
subsection  (e))  *  *  *”  In  layman’s 
terms,  this  directive  requires  us  to 
standardize  Medicare  payments  to 
ensure  fair  comparisons  across  , 
geographic  areas. 

Payment  standardization  removes 
local  or  regional  price  differences  that 
may  cause  cost  variation  a  physician 
cannot  influence  through  practicing 
efficient  care.  In  Medicare,  an  effective 
payment  standardization  methodology 
would  exclude  Medicare  geographic 
adjustment  factors  such  as  the 
geographic  practice  cost  index  (GPCI) 
and  the  hospital  wage  index  so  that,  for 
example,  per  capita  costs  for 
beneficiaries  in  Boston,  Massachusetts 
can  be  compared  to  those  of 
beneficiaries  in  Lincoln,  Nebraska. 
Payment  standardization,  therefore, 
allows  fair  comparisons  of  resource  use 
costs  for  physicians  to  those  of  peers 
who  may  practice  in  locations  or 
facilities  where  Medicare  payments  are 
higher  or  lower. 

We  have  developed  a  detailed 
Medicare  payment  standardization 
methodology  that  excludes  such 
geographic  payment  rate  differences.  We 
developed  the  methodology  with 
substantial  stakeholder  input,  and  we 
update  it  annually  to  incorporate  any 
payment  system  changes.  More  details 
of  the  CMS  payment  standardization 
methodology  that  we  are  proposing  can 
be  found  at  http://www.qualitynet.org/ 
dcs/Con  ten  tServer?c=Page 
&‘pagename=QnetPublic 


%  2FPage  %  2FQn  etTier4  6'ci  d= 
1228772057350. 

We  have  used  this  standardization 
approach,  for  example,  in  feedback 
reports  we  provide  to  hospitals  related 
to  the  Medicare  Spending  per 
Beneficiary  measure.  The  CMS  payment 
standardization  methodology  includes  a 
number  of  payment  adjustments  across 
the  spectrum  of  fee-for-service 
Medicare.  For  example,  the 
methodology  eliminates  adjustments 
made  to  national  payment  amounts  that 
reflect  PE  and  regional  labor  cost 
differences  (measured  by  the  CPCI  and 
hospital  wage  index);  substitutes  a 
national  amount  when  services  are  paid 
using  a  state  fee  schedule;  eliminates 
supplemental  payments  to  hospitals  that 
treat  a  high  share  of  poor  and  uninsured 
patients  (that  is.  Medicare 
disproportionate  share  hospital  (DSH) 
payments)  or  that  receive  indirect 
graduate  medical  education  (IME) 
payments;  removes  incremental 
payments  for  community  hospitals  and 
Medicare-dependent  hospitals  above 
their  base  payments;  and  eliminates 
certain  rural  add-on  payments  for 
inpatient  psychiatric  hospitals  and 
inpatient  rehabilitation  facilities. 

Outlier  payments  are  treated  as  they 
would  be  if  payments  were  not 
standardized,  but  they  are  adjusted  to 
reflect  wage  differences. 

The  CMS  payment  standardization 
methodology  also  eliminates  the  effect 
of  incentive  payments  under  the  PFS  for 
physicians  that  furnish  services  in  rural 
areas  and  other  underserved 
communities  such  that  they  are  not 
disadvantaged  in  the  value-based 
payment  modifier.  For  example,  section 
1833(m)  of  the  Act  provides  incentive 
payments  for  physicians  who  furnish 
medical  care  services  in  geographic 
areas  that  are  designated  as  primary 
medical  care  Health  Professional 
Shortage  Areas  (HPSAs)  under  section 
332  (a)(1)(A)  of  the  Public  Health 
Service  (PHS)  Act.  The  CMS 
standardization  methodology  does  not 
include  these  incentive  payments  in 
standardized.  Part  B  costs  so  that 
physicians  that  furnish  services  in  these 
areas  are  not  disadvantaged  in  the 
value-based  payment  modifier.  We 
believe  that  by  doing  so  we  are 
complying  with  the  requirement  in 
Section  1848(p)(6)  to  “take  into  account 
the  special  circumstances  of  physicians 
or  groups  of  physicians  in  rural  areas 
and  other  underserved  communities 
when  applying  the  value-based  payment 
modifier.” 

We  standardized  the  cost  measures  in 
the  2010  Physician  Feedback  reports  to 
allow  fair  comparisons  of  costs  across 
physicians.  However,  we  note  that  the 


methodology  used  in  the  2010  Physician 
Feedback  reports  differs  from  the 
methodology  that  we  are  proposing  for 
the  value-based  payment  modifier. 
Although  that  methodology  achieved 
the  same  goal  of  ensuring  fair 
comparisons,  the  standardization 
techniques  used  for  the  2010  reports 
were  performed  at  the  regional  level 
(because  the  reports  focused  on 
providers  in  four  states)  and  used  an 
averaging  approach.  Thus  many  of  the 
national  adjustments  that  we  have 
proposed  in  this  rule  were  not 
applicable  to  the  2010  Physician 
Feedback  reports.  In  the  2011  Physician 
Feedback  reports  that  we  expect  to 
disseminate  later  in  2012,  we  will  use 
the  national  payment  standardization 
methodology  currently  used  to 
standardize  payments  in  hospital 
feedback  reports  for  the  Medicare 
Spending  per  Beneficiary  measure.  We 
propose  to  use  that  same  methodology 
to  standardize  cost  measures  for 
purposes  of  the  value-based  payment 
modifier.  We  believe  that  this  approach 
to  payment  standardization  allows  us  to 
standardize  payments  nationally  and  to 
use  a  consistent  approach  across 
multiple  programs  and  CMS  initiatives. 
We  seek  comments  on  this  proposal. 

(2)  Proposed  Risk  Adjustment 
Methodology  for  Cost  Measures 

Section  1848(p)(3)  of  the  Act  requires 
that  costs  be  adjusted  to  “*  *  *  take 
into  account  risk  factors!,]  such  as 
socioeconomic  and  demographic 
characteristics,  ethnicity,  and  health 
status  of  individuals  (such  as  to 
recognize  that  less  healthy  individuals 
may  require  more  intensive 
interventions)  and  other  factors 
determined  appropriate  by  the 
Secretary.” 

Risk  adjustment  accounts  for 
differences  in  patient  characteristics  not 
directly  related  to  patient  care,  but  that 
may  increase  or  decrease  the  costs  of 
care.  In  the  Physician  Feedback  reports, 
after  standardizing"  per  capita  costs  for 
geographic  factors,  we  also  adjusted 
them  based  on  the  unique  mix  of 
patients  attributed  to  the  physician  or 
group  of  physicians.  Costs  for 
beneficiaries  with  high  risk  factors  (such 
as  a  history  of  chronic  diseases, 
disability,  or  increased  age)  are  adjusted 
downward,  and  costs  for  beneficiaries 
with  low  risk  factors  are  adjusted 
upward.  Thus,  for  individual  physicians 
or  physician  groups  who  have  a  higher 
than  average  proportion  of  patients  with 
serious  medical  conditions  or  other 
higher-cost  risk  factors,  risk  adjusted  per 
capita  costs  are  lower  than  the 
unadjusted  costs,  because  costs  of 
higher-risk  patients  are  adjusted 
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downward.  Similarly,  for  individual 
physicians  or  physician  groups  who 
treated  comparatively  lower-risk 
patients,  risk  adjusted  per  capita  costs 
were  higher  than  unadjusted  costs, 
because  costs  for  lower-risk  patients 
were  adjusted  upwards. 

In  the  Physician  Feedback  program, 
we  applied  a  risk  adjustment 
methodology  to  account  for  patient 
differences  in  per  capita  costs  that  were 
due  to  patient  demographics  such  as  age 
and  gender,  socioeconomic  factors  such 
as  Medicaid  dual  eligible  status,  and 
prior  health  conditions  that  can  affect  a 
beneficiary’s  costs,  regardless  of  the 
efficiency  of  the  care  provided.  This  risk 
adjustment  methodology  uses  the  CMS’ 
Hierarchical  Condition  Categories  (HCC) 
model,  which  incorporates  beneficiary 
characteristics  and  prior  year  diagnoses 
to  predict  relative  Medicare  Part  A  and 
Part  B  payments.  This  model  was 
originally  developed  under  contract  to 
CMS  by  researchers  at  Boston 
University  and  Research  Triangle 
Institute  (RTI)  with  clinical  input  from 
Harvard  Medical  School  physicians 
based  on  an  analysis  of  Medicare  FFS 
beneficiaries  diagnoses  and 
expenditures.  The  model  is  updated 
every  year  to  incorporate  new  diagnosis 
codes  and  is  recalibrated  regularly  to 
reflect  more  recent  diagnosis  and 
expenditure  data. 

The  HCC  model  assigns  prior  year 
ICD-9-CM  diagnosis  codes  (each  with 
similar  disease  characteristics  and  costs) 
to  70  generally  high-cost  clinical 
conditions  to  capture  medical  condition 
risk.  The  HCC  risk  scores  also 
incorporate  patient  age,  gender,  reason 
for  Medicare  eligibility  (age  or 
disability),  and  Medicaid  eligibility 
status,  which  is  in  part  a  proxy  for 
socioeconomic  status  and  reflects  the 
greater  resources  typically  used  by 
beneficiaries  eligible  for  both  Medicare 
and  Medicaid.  The  risk  adjustment 
model  also  includes  the  beneficiary’s 
end  stage  renal  disease  (ESRD)  status. 
More  information  about  the  risk 
adjustment  model  is  on  the  CMS  Web 
site  at  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
PhysicianFeedbackProgram/Downloads/ 
1221 1  l_SIide_Presentation.pdf. 

We  have  examined  the  impacts  of 
applying  the  above  risk  adjustment 
methodology  for  physicians  included  at 
the  group  and  individual  level  in  the 
2010  Physician  Feedback  reports  and 
believe  the  approach  provides  a 
reasonable  method  to  adjust  per  capita 
costs  based  on  beneficiary 
characteristics.  The  results  show  that 
the  risk  adjustment  methodology,  in  the 
aggregate,  compresses  the  range  of  per 
capita  costs  substantially  and  that  a 


group  of  physicians’  total  per  capita  cost 
measures  can  experience  substantial 
adjustment  based  upon  the  risk  profile 
of  the  beneficiary  population.  For 
groups  of  physicians,  the  risk 
adjustment  methodology  had  the  effect 
of  reducing  the  absolute  difference 
between  the  groups  with  the  lowest  per 
capita  cost  and  the  highest  total  per 
capita  cost  by  55.7  percent.  In 
particular,  the  lowest  third  of  the  groups 
were  increased  by  an  average  of  6.2 
percent  and  the  most  expensive  third 
were  lowered  by  10.4  percent.  The 
middle  third,  on  average,  were  lowered 
by  0.1  percent.  The  range  of  adjustments 
was  between  — 10.3  percent  and  +8.2 
percent.  We  found  similar  results  at  the 
individual  level. 

We  propose  to  use  the  same  risk 
adjustment  model  for  risk  adjusting  total 
per  capita  costs  and  the  total  per  capita 
costs  for  beneficicu-ies  with  four  chronic 
diseases  (coronary  artery  disease,  COPD, 
diabetes,  and  heart  failure)  as  we  have 
used  for  the  group  and  individual  2010 
Physician  Feedback  reports.  We  seek 
public  comment  on  applying  the  same 
risk  adjustment  approach  to  the  value- 
based  payment  modifier  as  with  the 
Physician  Feedback  reports. 

(3)  Episode-Based  Cost  Measures 

Section  1848(n)(9)(A)(ii)  of  the  Act  as 
added  by  section  3003  of  the  Affordable 
Care  Act,  required  CMS  to  develop  a 
Medicare  episode  grouper  by  January  1, 
2012.  Four  contractors  submitted 
prototype  episode  groupers  to  CMS  in 
September  2011,  and,  after  evaluating 
the  prototypes,  we  selected  one  to 
develop  its  prototype  episode  grouper 
into  a  comprehensive  Medicare  episode 
grouper.  This  process  will  entail 
additional  technical  and  analytical 
development,  as  well  as  testing  of  the 
more  fully  developed  episode  grouping 
product.  Initially  the  episode  grouper 
will  focus  on  selected  chronic 
conditions  and  acute  events.  As 
development  of  the  selected  episode 
grouper  continues,  we  expect  to  see  the 
number  of  conditions  increase.  We  plan 
to  use  the  episode  grouper  in  future 
Physician  Feedback  reports  in  order  to 
test  and  gain  stakeholder  input  into  the 
development  of  the  episodes  of  care. 

Although  the  statute  does  not  require 
the  use  of  the  episode-based  cost 
measures  for  the  value-based  payment 
modifier,  it  requires  that  we  use  such 
cost  measures  in  the  Physician 
Feedback  reports.  We  plan  to  include 
episode-based  cost  measures  for  several 
conditions  in  the  Physician  Feedback 
reports  beginning  in  2013  (based  on 
2012  data).  Interested  parties  that 
commented  on  the  CY  2012  PFS  final 
rule  with  comment  period  (76  FR 


73434)  recommended  that  we  use 
episode-based  cost  measures  in  the 
value-based  payment  modifier,  rather 
than  total  per  capita  costs,  because 
episode-based  costs  are  used  in  many 
private  sector  pay-for-performance 
programs  and  directly  reflect  care 
provided  by  physicians.  We  anticipate 
providing  episode-based  cost  measures 
in  the  Physician  Feedback  reports  before 
proposing  them  for  the  value-based 
payment  modifier  in  future  rulemaking. 

e.  Attribution  of  Quality  and  Cost 
Measures 

Calculation  of  administrative  claims- 
based  quality  and  cost  measure 
performance  rates  requires  us  to 
attribute  Medicare  beneficiaries  to 
groups  of  physicians.  For  example,  for  - 
the  PQRS  administrative  claims-based 
reporting  option,  we  must  attribute 
beneficiaries  to  groups  of  physicians  (as 
identified  by  a  single  TIN)  so  that  we  are 
able  to  calculate  the  relevant  quality 
measure  and  cost  measure  performance 
rates.  Likewise,  we  must  attribute 
beneficiaries  to  groups  of  physicians 
that  submit  data  on  quality  measures 
under  the  PQRS  GPRO  in  order  to 
calculate  the  cost  measure  performance 
rates.  In  the  2010  Physician  Feedback 
reports,  we  used  two  different 
attribution  methodologies:  one  method 
for  individual  physicians  (“degree  of 
involvement  method’’)  and  another 
method  for  groups  of  physicians 
(“plurality  of  care  method”).  This 
section  discusses  our  proposals  for 
using  these  attribution  methods  to 
calculate  the  quality  and  cost  measures 
for  the  value-based  payment  modifier. 
We  note  that  the  attribution  methods  do 
not  impact  beneficiaries’  choice  of 
providers. 

We  used  the  plurality  of  care  method 
to  attribute  beneficiaries  in  the  2010 
Physician  Feedback  reports  provided  to 
the  group  practices  using  the  PQRS 
GPRO  web-interface.  In  this  method,  we 
attributed  Medicare  FFS  beneficiaries  to 
the  group  practice  that  billed  a  larger 
share  of  office  and  other  outpatient 
Evaluation  and  Management  (E/M) 
services  (based  on  dollars)  than  any 
other  group  of  physician  practice  (that 
is,  the  plurality).  In  addition, 
beneficiaries  had  to  have  at  least  two  E/ 
M  services  at  the  group  of  physicians. 
We  used  this  attributed  population  to 
identify  a  sample  of  beneficiaries 
eligible  for  the  quality  measures 
reported  via  the  PQRS  GPRO  web- 
interface.  We  also  calculated  the  per 
capita  cost  measures  based  on  this 
attributed  population. 

In  the  discussion  above  regarding 
beneficiary  attribution  for  groups  of 
physicians  choosing  to  report  quality 
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measures  through  the  PQRS  GPRO  web- 
interface,  we  are  seeking  comment  on 
the  continued  use  of  the  “plurality  of 
care”  attribution  methodology  or  to  use 
the  Medicare  Shared  Savings  Program 
attribution  methodology  for  2013  and 
beyond.  The  Medicare  Shared  Savings 
Program  attribution  methodology  is 
described  at  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/sharedsavingsprogram/ 
Statutes_Regulations_Guidance.html. 

For  purposes  of  program  alignment,  we 
propose  to  use  the  same  attribution 
methodology  that  we  finalize  for  the 
PQRS  GPRO  web-interface  to  attribute 
beneficiaries  to  groups  of  physicians  for 
purposes  of  the  value-based  payment 
modifier.  This  proposal  means  that  we 
would  calculate  the  per  capita  cost 
measures  based  on  the  same  attributed 
beneficiary  population  as  we  use  for 
determining  the  quality  rneasures  for  the 
group  of  physicians  that  report  PQRS 
quality  data  through;  PQRS  GPRO  using 
the  web-interface,  claims,  registries,  or 
EHRs;  or  PQRS  administrative  claims- 
based  option. 

We  are  concerned,  however,  that  such 
an  attribution  methodology  may  be  too 
restrictive  because  it  relies  solely  on 
office  (E/M)  visit  codes  and  it  could  fail 
to  attribute  beneficiaries  whom  the 
group  practices  would  identify  as  their 
beneficiaries.  This  situation  may  occur, 
for  example,  with  single  specialty 
groups  such  as  radiologists  or 
anesthesiologists  that  do  not  submit 
claims  that  use  E/M  codes.  For  these 
reasons,  we  seek  comment  on  whether 
to  use  an  alternative  approach  (such  as 
the  “degree  of  involvement”  method 
that  is  discussed  next)  for  all  groups  of 
physicians  except  those  reporting 
quality  measures  using  the  PQRS  GPRO 
web-interface. 

We  used  the  “degree  of  involvement” 
method  to  attribute  beneficiaries  for  cost 
purposes  to  individual  physicians  in  the 
GY  2010  Physician  Feedback  reports, 
which  we  produced  for  physicians 
(23,730  physicians  in  total)  in  four 
states:  Iowa;  Kansas;  Missouri;  and 
Nebraska.  Under  this  attribution 
method,  we  classified  the  patient§  for 
which  a  physician  submitted  at  least 
one  Medicare  FFS  Part  B  claim  into 
three  categories  (directed,  influenced. 


and  contributed)  based  on  the  amount  of 
physician  involvement  with  the 
patient:^® 

•  For  directed  patients,  the  physician 
billed  for  35  percent  or  more  of  the 
patient’s  office  or  other  outpatient 
evaluation  and  management  (E&M) 
visits. 

•  For  influenced  patients,  the 
physician  billed  for  fewer  than  35 
percent  of  the  patient’s  outpatient  E&M 
visits  but  for  20  percent  or  more  of  the 
patient’s  total  professional  costs. 

•  For  contrihuted  patients,  the 
physician  billed  for  fewer  than  35 
percent  of  the  patient’s  outpatient  E&M 
visits  and  for  less  than  20  percent  of  the 
patient’s  total  professional  costs. 

The  result  of  this  methodology  is  that 
all  of  the  beneficiaries  for  which  a 
physician  submitted  Medicare  Part  B 
claims  are  attributed  to  the  physician, 
but  the  beneficiaries  are  classified 
according  to  the  degree  of  physician 
involvement  with  the  beneficiary.  We 
then  calculated  per  capita  cost  measures 
for  the  beneficiaries  within  each  of  these 
three  classifications;  In  addition,  a 
beneficiary  can  be  attributed  to  more 
than  one  physician  (and  in  different 
categories)  if  the  beneficiary  received 
services  from  more  than  one  physician. 

Based  on  the  CY  2010  reports, 
physicians  that  “directed”  care  billed, 
on  average,  approximately  three  E/M 
visits  with  the  patient,  which 
represented  over  64  percent  of  all  E/M 
services  furnished  by  the  physicians 
treating  the  beneficiary.  Although  the 
directed  attribution  rule  permits  two 
physicians  to  be  attributed  to  the  same 
beneficiary  (because  only  two 
physicians  could  each  have  greater  than 
35  percent  of  the  beneficiaries  E/M 
visits),  in  practice  that  rarely  happened 
as  a  physician  that  directed  care  of  a 
beneficiary  had  the  substantial  majority 
of  E/M  visits,  that  accounted  for  31 
percent  of  costs  among  all  physicians 
treating  the  beneficiary.  These 
observations  indicate  the  physician  had 
substantial  control  over  the  patient’s 
care.  In  addition  to  primary  care 
specialties,  the  other  specialties  with 
the  greatest  percentage  of  physicians 
directing  care  were  rheumatology  and 
oncology. 

Physicians  that  “influenced”  care 
had,  on  average,  one  E/M  visit  with  the 


beneficiary,  but  also  had  slightly  over 
one-third  of  the  beneficiaries’  total  Part 
B  costs.  Although  the  average  number  of 
E/M  visits  was  low,  the  physician,  on 
average,  billed  for  one  procedure  during 
the  year  and  this  procedure  was  the 
most  expensive  one  for  the  patient.  This 
share  of  Part  B  costs  was  greater  than 
physicians  that  directed  or  contributed 
to  a  beneficiary’s  care.  Although  the 
influenced  attribution  rule  permits  up  to 
five  physicians  to  influence  care 
(because  five  physicians  could  each  bill 
20  percent  of  total  Part  B  costs),  this 
rarely  happened  as  a  physician  that 
influenced  care  of  a  beneficiary  had,  on 
average,  approximately  84  percent  of 
total  Part  B  costs  compared  to  other 
physicians  that  could  have  influenced 
care.  Medical  specialists  and  surgeons, 
including  ophthalmology,  orthopedic 
surgery,  plastic  and  reconstructive 
surgery  had  the  greatest  percent  of 
beneficiaries  for  which  they  influenced 
care. 

Physicians  that  “contributed”  to  care 
had,  on  average,  less  than  one  E/M  visit 
per  year  with  the  beneficiary  and  billed 
for  less  than,  on  average,  20  percent  of 
average  beneficiaries’  total  professional 
costs,  thus  indicating  that  the 
beneficiary  received  care  from  many 
providers.  On  average,  at  least  five 
physicians  contributed  to  a  beneficiary’s 
care  (not  including  those  that  directed 
or  influenced  that  care). 

We  calculated  average  total  per  capita 
cost  measures  for  physicians  by 
attribution  rule  and  these  costs  are 
shown  in  Table  67.  Not  surprisingly, 
total  per  capita  costs  for  directed  and 
influenced  beneficiaries  were  about  50 
percent  of  the  total  per  capita  costs  of 
physicians  with  contributed 
beneficiaries.  The  costs  in  Table  67 
show  that  beneficiaries  that  receive  care 
from  multiple  physicians,  have 
substantially  higher  per  capita  costs.  In 
addition,  approximately  20  percent  of 
Medicare  beneficiaries  covered  by  the 
2010  Physician  Feedback  reports  had 
contributed  care  in  which  physicians 
only  contributed  to  it.  In  other  words, 
the  care  furnished  was  neither 
“directed”  nor  “influenced”  by  a 
physician. 


Table  67— Average  Per  Capita  Costs  by  Attribution  Rule  for  Physicians  in  Iowa,  Kansas,  Nebraska,  and 

Missouri 


Attribution  rule 

Average  total  per 
capita  cost 

All  physicians  . 

$18,831 

’®CMS,  “Detailed  Methodology  for  Individual  www.cms.gov/Medicare/Medicare-Fee-for-Service-  Payment/PhysicianFeedbackProgram/Downloads/ 

Physician  Reports”  (2012),  available  at  http://  QRURs  Jor_IndividuaI_Physicians.pdf 
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Table  67— Average  Per  Capita  Costs  by  Attribution  Rule  for  Physicians  in  Iowa,  Kansas,  Nebraska,  and 

Missouri— Continued 

Attribution  rule 

Average  total  per 
capita  cost 

Physicians  with  Directed  Beneficiaries . 

10,719 

Physicians  with  Influenced  Beneficiaries . 

9,407 

Physicians  with  Contributed  Beneficiaries . . 

20,243 

We  believe  the  value-based  payment 
modifier  should  address  not  only  the 
Ccure  for  beneficiaries  that  a  physician 
may  “direct”  or  “influence,”  but  also 
play  a  role  in  encouraging  more 
efficient,  not  just  more,  care  for 
beneficiaries.  We  believe  that  any 
attribution  rule  should  consider  the 
“contributed”  beneficiaries,  especially 
those  beneficiaries  that  are  neither 
directed  nor  influenced  by  other 
physicians,  because  the  care  of  these 
beneficiaries  is  where  the  greatest 
potential  for  improved  care  and 
coordination  reside. 

As  explained  more  below,  we  seek 
comment  on  whether  to  attribute  two 
populations  of  beneficiaries  to  groups  of 
physicians  using  (1)  a  combination  of 
the  directed  and  influenced  rules  and 
(2)  the  contributed  rule.  If  we  were  to 
finalize  this  attribution  methodology, 
we  would  calculate  a  separate  per  capita 
cost  measures  for  each  patient 
population.  For  example,  we  would 
calculate  one  total  per  capita  cost  • 
measure  for  the  groups  of  physicians’ 
“directed  and  influenced”  beneficiaries 
and  a  second  total  per  capita  cost 
measure  for  the  groups’  “contributed” 
beneficiaries.  (In  the  value-based 
payment  modifier  scoring  methodology 
section  below,  we  explain  our  proposals 
for  how  to  score  and  weight  these 
measures  to  ensure  fair  comparisons 
among  groups  of  physicians). 

First,  we  would  attribute  beneficiaries 
to  a  group  of  physicians  that  billed  for 
35  percent  or  more  of  the  patient’s  office 
or  other  outpatient  (E/M)  visits  or  at 
least  20  percent  or  more  of  the 
beneficicU'y’s  total  professional  costs. 
This  proposal  combines  the  “directed” 
and  “influenced”  methods  discussed 
above.  Combining  “directed”  and 
“influenced”  beneficiaries  into  one 
attributed  patient  population  is 
reasonable  because  groups  of  physicians 
that  care  for  these  beneficiaries  treat 
them,  on  average,  more  than  any  other 
physician  or  are  responsible  for  a  large 
percentage  of  professional  costs. 
Combining  the  “directed”  and 
“influenced”  rules  attributes 
beneficiaries  to  the  group  of  physicians 
over  which  they  have  substantial 
control  of  resource  utilization. 


Second,  we  would  attribute  a  second 
and  separate  patient  population  to  the 
group  of  physicians  which  would 
consist  of  the  remaining  beneficiaries  to 
whom  a  group  of  physicians  provided 
service  but  who  were  not  attributed  in 
the  first  patient  population  (for 
example,  beneficiaries  for  which  the 
group  of  physicians  did  not.bill  for  35 
percent  of  more  of  E/M  visits  and  for 
less  than  20  percent  of  professional 
costs).  This  rule  corresponds  to  the 
“contributed”  category  discussed  above. 
We  believe  that  attributing  a  second 
patient  population  to  groups  of 
physicians  ensures  accountability  for  all 
beneficiaries  to  whom  a  group  of 
physicians  furnishes  services.  We  seek 
comment  on  whether  to  use  the  “degree 
of  involvement”  attribution  method  for 
all  groups  of  physicians  that  submit  data 
on  PQRS  quality  measures  through 
PQRS  GPRO  using  claims,  registries, 
and  EHRs,  and  through  the  PQRS 
administrative  claims-based  option. 

f.  Proposed  Composite  Scores  for  the 
Value-Based  Payment  Modifier 

Section  1848(p)(2)  of  the  Act  requires 
that  quality  of  care  be  evaluated,  to  the 
extent  practicable,  based  on  a  composite 
of  measures  of  the  quality  of  care 
furnished.  Likewise,  section  1848(p)(3) 
of  the  Act  requires  that  cost  measures 
used  in  the  value-based  payment 
modifier  be  evaluated,  to  the  extent 
practicable,  based  on  a  composite  of 
appropriate  measures  of  costs.  This 
section  discusses  our  proposals  for 
constructing  the  quality  of  care  and  cost 
composites. 

(1)  Proposed  Quality  of  Care  and  Cost 
Domains 

In  many  of  our  value-based 
purchasing  programs  such  as  Hospital 
Value-Based  Purchasing  and  the 
Medicare  Shared  Savings  Program,  we 
selected  and  classified  measures  into 
quality  domains  that  reflect  important 
national  objectives  for  quality 
assessment  and  improvement.  We 
believe  it  is  important  to  align  the 
quality  measures  used  in  the  value- 
based  payment  modifier  with  the 
national  priorities  established  in  the 
National  Quality  Strategy.  The  National 


Quality  Strategy  outlined  Six  priorities 
including: 

•  Make  ceire  safer  by  reducing  harm 
caused  in  the  delivery  of  care  (patient 
safety). 

•  Ensure  that  care  engages  each 
person  and  family  as  partners  (patient 
experience). 

•  Promote  effective  communication 
and  coordination  of  care  (care 
coordination). 

•  Promote  the  most  effective 
prevention  and  treatment  practices  for 
leading  causes  of  mortality  (clinical 
care). 

•  Work  with  communities  to  promote 
wide  use  of  best  practice  to  enable 
healthy  living  (population/community 
health). 

•  Make  quality  care  more  affordable 
for  individuals,  families,  employers,  and 
governments  by  developing  and 
spreading  new  health  care  delivery 
models  (efficiency). 

We  propose  to  classify  each  of  the 
quality  measures  that  we  proposed  for 
the  value-based  payment  modifier  into 
one  of  these  six  domains.  We  propose  to 
weight  each  domain  equally  to  form  a 
quality  of  care  composite.  We  believe 
this  is  a  straightforward  approach  that 
recognizes  the  importance  of  each 
domain.  Within  each  domain,  we 
propose  to  weight  each  measure  equally 
so  that  groups  of  physicians  have  equal 
incentives  to  improve  care  delivery  on 
all  measures.  To  the  extent  that  a 
domain  does  not  contain  quality 
measures,  the  remaining  domains  would 
be  equally  weighted  to  form  the  quality 
of  care  composite.  For  example,  if  three 
domains  contain  quality  information, 
each  domain  would  be  weighted  at  33.3 
percent  to  form  the  quality  composite. 

In  teftns  of  the  cost  composite,  we 
finalized  in  the  CY  2012  PFS  final  rule 
(76  FR  73434)  total  per  capita  costs 
(Parts  A  and  B)  and  total  per  capita  costs 
for  beneficiaries  with  four  chronic 
diseases  (diabetes,  CAD,  COPD,  heart 
failure).  We  propose  to  group  these  five 
per  capita  cost  measures  into  two 
separate  domains:  total  overall  cost  (one 
measure)  and  total  costs  for  . 


National  Quality  Strategy,  http:// 
www.heaIthcare.gov/law/resources/reports/ 
nationalqualitystrategy03201 1  .pdf. 
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beneficiaries  with  specific  conditions 
(four  measures).  A  separate  domain  for 
costs  for  beneficiaries  with  specific 
conditions  highlights  our  desire  to 
incentivize  efficient  care  for 
beneficiaries  with  these  conditions. 

Similar  to  the  quality  of  care 
composite,  we  propose  to  weight  each 
cost  domain  equally  to  form  the  cost 
composite  and  within  the  cost  domains 
we  propose  to  weight  each  measure 


equally.  In  those  instances  in  which  we 
cannot  calculate  a  particular  cost 
measure,  for  example  due  to  too  few 
cases,  we  propose' to  weight  the 
remaining  cost  measures  in  the  domain 
equally. 

If  we  were  to  attribute  two  patient 
populations  to  each  group  of  physicians 
as  discussed  above  regarding  the 
“degree  of  involvement”  attribution 
methodology,  we  propose  to  weight  the 


measures  in  each  population  based  on 
the  group  of  physicians’  allowed 
charges  for  beneficiaries  attributed  to 
each  population  so  that  the  cost 
composite  accurately  reflects  the  cost  of 
care  furnished.  We  seek  comment  on 
these  proposals.  Table  68  graphically 
depicts  these  proposals  for  the  quality  of 
care  and  cost  composites  and  how  they 
relate  to  the  value-hased  payment 
modifier. 


TABLE  68:  Relationship  between  Quality  of  Care  and  Cost  Composites  and  the  Value- 

Based  Payment  Modifier 


Clinical  care 
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(2)  Proposed  Value-Based  Payment 
Modifier  Scoring  Methods 

We  adopted  different  methods  to 
score  quality  and  cost  measures  in  our 
value-based  purchasing  programs  with 
each  scoring  methodology  tailored  to 
further  the  program’s  purpose.  For 
example,  in  the  Medicare  Shared 
Savings  Program,  we  finalized  a  point 
system  scoring  methodology  that 
assesses  performance  against 
established  Medicare  program 
benchmarks  for  each  quality  measure.  In 
the  hospital-value  based  purchasing 
program,  we  used  a  point  system 
methodology  that  considered  both  a 
hospital’s  achievement  and 


improvement  from  a  baseline 
performance  period.  We  then  translated 
these  points  using  a  linear  exchange 
function  to  develop  a  unique  payment 
modifier  for  each  hospital. 

For  the  value-based  payment 
modifier,  we  believe  the  composite 
scoring  methodology  should  keep  intact 
the  underlying  distribution  of 
performance  rates  so  that  the  composite 
scores  distinguish  clearly  between  high 
and  low  performance.  Groups  of 
physicicms  also  should  easily  be  able  to 
understand  how  performance  on  a 
quality  or  cost  measure  can  affect  their 
composite  score,  and  hence  their 
payment.  We  also  believe  that  the 
composite  scoring  methodology  should 


be  used  at  all  performance  assessment 
levels  (individual  physician,  group  of 
physicians,  hospital).  Thus,  because  we 
are  proposing  to  provide  flexibility  to 
groups  of  physicians  as  to  the  quality 
measures  they  report,  the  scoring 
methodology  needs  to  be  able  to  - 
compcue  “apples  to  apples.” 

Therefore,  we  propose  a  scoring 
approach  that  focuses  on  how  the  group 
of  physicians’  performance  differs  from 
the  benchmark  on  a  measure-by¬ 
measure  basis.  For  each  quality  and  cost 
measure,  we  propose  to  divide  the 
difference  between  a  group  of 
physicians’  performance  rate  and  the 
benchmark  by  the  measure’s  standard 
deviation.  The  benchmarks,  as  further 
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described  below,  are  the  national  means 
of  the  quality  or  cost  measure.  This  step 
produces  a  score  for  each  measure  that 
is  expressed  in  standardized  units.  As 
discussed  above,  we  propose  to  weight 
each  measure’s  standardized  score 
equally  with  other  measures  in  the 
domain  to  obtain  the  domain 
standardized  score.  We  propose  to 
weight  the  domain  scores  equally  to 
form  the  quality  of  care  and  cost 
composites.  We  seek  comment  on  this  . 
proposal. 

We  believe  that  this  proposal  achieves 
our  policy  objective  to  distinguish 


clearly  between  high  and  low 
performance  and  to  allow  us  to  create 
composites  of  quality  of  care  for  groups 
of  physicians  that  report  different 
quality  measures.  We  also  note  that  this 
approach  is  used  in  several  private 
sector  physician  profiling  efforts.'® 

Table  69  illustrates  how  we  would 
score  three  hypothetical  quality 
tneasures  in  the  same  quality  domain 
under  our  proposal.  A  standardized 
score  of  zero  means  that  performance  is 
at  the  national  mean.  Higher 
standardized  scores  (for  example,  2.98) 
mean  that  performance  is  better  than  the 


national  mean.  Likewise,  a  large 
negative  score  means  that  performance 
is  much  lower  than  the  national  mean. 
In  the  example  shown  in  Table  69,  the 
quality  domain  score  would  be  0.79  (the 
average  of  the  three  quality  measures’ 
standardized  units)  meaning  the  group 
of  physicians  scored  slightly  better  than 
average  in  this  quality  domain.  We 
would  use  the  same  method  for  the 
quality  measures  in  the  other  domains 
that  a  group  of  physicians  reported. 


Table  6&— Example  of  Standardized  Scores  in  one  Quality  Domain 
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(3)  Proposed  Benchmarks  and  Peer 
Groups  for  Quality  Measures 

We  propose  that  the  benchmark  for 
each  quality  measure  be  the  national 
mean  of  each  measure’s  performance 
rate  during  the  performance  period.  We 
propose  to  unify  the  calculation  of  the 
benchmark  by  weighting  the 
performance  rate  of  each  physician  and 
group  of  physicians  submitting  data  on 
the  quality  measure  by  the  number  of 
cases  used  to  calculate  the  performance 
rate.  Alternatively,  we  could  weight 
each  quality  measure  reported  by  groups 
of  physicians  by  the  number  of 
physicians  in  the  group.  We  seek  not  to 
bias  how  physicians  choose  to  report 
quality  measures  (that  is,  at  the  group  or 
individual  level)  by  establishing 
different  benchmarks  for  the  same 
quality  measures.  Moreover,  we  believe 
beneficiaries  are  entitled  to  high  quality 
care,  regardless  of  whether  a  group  of 
physicians  or  an  individual  physician 
furnishes  it. 

In  addition,  we  propose  that  the 
benchmarks  for  quality  measures  in  the 
PQRS  administrative  claims-based 
reporting  option  be  the  national  mean  of 
each  quality  measure’s  performance  rate 
calculated  at  the  TIN  level.  We  propose 
to  calculate  the  national  mean  by 
including  the  all  TINs  of  groups  of 
physicians  with  25  or  more  eligible 
professionals.  We  propose  to  weight  the 
TIN’S  performance  rate  by  the  number  of 

*®See  e.g..  Tufts  Health  Plan.  "How  Does  Tufts 
Health  Plan  Tier  Its  Doctors”  available  at  http:l/ 
www.tuftshealthplan.com/members/  , 


cases  used  to  calculate  the  quality 
measure. 

To  help  groups  of  physicians 
understand  how  their  quality  measure 
performance  affects  their  quality  of  care 
composite  score,  we  propose  to  publish 
the  previous  years’  performance  rates 
(and  standardized  scores)  on  each 
quality  measure.  By  doing  so,  groups  of 
physicians  will  be  better  informed  on 
how  their  performance  may  affect  their 
payment  in  the  coming  year.  We  note, 
for  example,  that  “topped  out”  quality 
meeisures  are  unlikely  to  have 
significantly  higher  or  lower 
standardized  scores  for  each  measure 
because  performance  is  clustered 
around  the  mean,  and  this  scoring 
method  seeks  to  differentiate 
performance  from  the  mean.  We  seek 
comment  on  these  proposals. 

(4)  Proposed  Benchmarks  and  Peer 
Groups  for  Cost  Measures 

To  ensure  fair  cost  comparisons  that 
identify  groups  of  physicians  that  are 
outliers  (both  high  and  low),  we  believe 
the  same  methodology  should  be  used 
to  attribute  beneficiaries  to  the  groups  of 
physicians  and  to  the  groups  of 
physicians  in  the  peer  group.  We  seek 
to  compare  like  groups  of  physicians 
that  use  the  same  cost  attribution 
methodology  to  ensure  we  are  making 
“apples  to  apples”  compeurisons  among 
groups  of  physicians.  As  discussed 


members.php?sec=how_your _p}an_works6'content= 
your_choice&Tightnav=your_choice_nav&‘WT.mc_ 


above,  there  are  two  ways  to  attribute 
beneficiaries  to  groups  of  physiciaiis 
(“plurality  of  care”  and  “degree  of  • 
involvement”).  We  have  proposed  to 
use  the  “plurality  of  care”  method  for 
groups  of  physicians,  regardless  of 
whether  they  report  data  on  PQRS 
quality  measures  using  the  GPRO  web- 
interface,  claims,  registries,  or  EHRs;  or 
the  PQRS  administrative  claims-based 
option.  Thus,  we  propose  that  the  peer 
group  for  the  cost  measures  include  all 
other  groups  of  physicians  for  which  we 
use  the  “plurality  of  care”  to  attribute 
beneficiaries. 

We  seek  comment  on  how  the  cost 
measure  peer  groups  would  change  if 
we  adopt  the  “degree  of  involvement” 
methodology  for  groups  of  physicians 
other  than  groups  of  physicians  using 
the  PQRS  GPRO  web-interface  to  submit 
data  on  quality  measures. 

Alternatively,  we  seek  comment  on 
establishing  cost  benchmarks  on  a 
quality  measure-by-quality  measure 
basis.  Under  this  alternative  approach, 
we  would  set  the  benchmark  as  the 
mean  per  capita  cost  of  the  physicians 
or  groups  of  physicians  that  reported  the 
quality  measure — whether  it  was 
reported  by  a  group  of  physicians  or  at 
the  individual  physician  level.  This 
approach  encourages  groups  of 
physicians  to  select  to  report  quality 
measures  that  reflect  their  practice 
patterns  and  patient  populations  more 
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accurately.  We  seek  comment  on 
whether  we  should  adopt  this  approach. 

We  also  note  that  although  we  are  not 
proposing  in  this  rule  to  use  episode- 
based  costs,  the  scoring  methodology 
that  we  have  proposed  can  readily  be 
used  to  identify  high  and  low 
performers  relative  to  a  national 
benchmark  for  episodes  of  care.  For 
example,  we  could  develop  an  episode 
cost  profile  for  a  typical  beneficiary 
with  macular  degeneration.  We  could 
then  use  the  proposed  scoring 
methodology  to  identify  groups  of 
physicians  that  have  high  and  low 
episode  costs  relative  to  the  benchmark. 
In  addition,  if  we  were  to  use  such 
episode-based  cost  measures,  we  could 
use  attribution  methods  that  seek  to 
stratify  beneficiaries  by  relevant 
condition-specific  characteristics  to 
ensure  fair  and  accurate  peer  group 
comparisons  among  physicians.  We 
seek  comment  on  our  plans  to  use  this 
approach  in  the  future. 

(5)  Proposed  Reliability  Standard 

We  believe  it  is  crucial  that  the  value- 
based  payment  modifier  be  based  on 
quality  of  care  and  cost  composites  that 
reliably  measure  performance. 

Statistical  reliaibility  depends  on 
performance  variation  for  a  measure 
across  physicians  (“signal”),  the  random 
variation  in  performance  for  a  measure 
within  a  physician’s  payment  of 
attributed  beneficiaries  (“noise”),  and 
the  number  of  beneficiaries  attributed  to  . 
the  physician.  In  other  words,  reliability 
is  defined  as  the  extent  to  which 
variation  in  the  measure’s  performance 
rate  is  due  to  variation  in  the  quality  (or 
cost)  furnished  by  the  physicians  (or 
group  of  physicians)  rather  than  random 
variation  due  to  the  sample  of  cases 
observed.  Reliability  is  important  so  that 
we  can  confidently  distinguish  the 
performance  of  one  physician  (or  group 
of  physicians)  from  another.^®  Potential 
reliability  values  range  from  zero  to  one, 
where  one  (highest  possible  reliability) 
signifies  that  all  variation  in  the 
measure’s  rates  is  the  result  of  variation 
in  differences  in  performance  across 
physicians  (or  groups  of  physicians). 
Generally,  reliabilities  in  the  0.40-0.70 
range  are  often  considered  moderate  and 
values  greater  than  0.70  high. 

Therefore,  we  propose  to  establish  a 
minimum  number  of  cases  in  order  for 
a  quality  or  cost  measure  to  be  included 
in  the  quality  of  care  or  cost  composite. 
To  the  extent  that  a  group  of  physicians 
fails  to  meet  the  minimum  number  of 
cases  for  a  particular  measure,  the 
measure  would  not  be  counted  and  the 


John  L.  Adams,  “The  Reliability  of  Provider 
Profiling,  A  Tutorial,”  Rand  Corporation  (2009). 


remaining  measures  in  the  domain 
would  be  given  equal  weight.  To  the 
extent  that  we  cannot  develop  either  a 
reliable  quality  of  care  composite  or  cost 
composite  because  we  do  not  have 
reliable  domain  information,  we  would 
not  calculate  a  value-based  payment 
modifier  and  payment  would  not  be 
affected.  We  recognize  that  a  trade-off 
exists  between  developing  a  program 
that  will  eventually  cover  all  physicians 
and  groups  of  physicians  and  providing 
statistically  reliable  performance  results. 
In  this  instance,  as  we  increase  the 
reliability  threshold  by  requiring  a 
higher  minimum  case  size  threshold, 
the  number  of  physicians  and  groups  of 
physicians  for  which  we  can  develop  a 
reliable  quality  of  care  or  cost  composite 
decreases.  Based  on  an  analysis  of  the 
individual  CY  2010  Physician  Feedback 
reports  and  on  recent  literature,  we 
propose  a  minimum  case  size  of  20  for 
both  quality  and  cost  measures  to 
ensure  high  statistical  reliability.^o  This 
proposal  means  that  if  a  group  of 
physicians  does  not  have  20  or  more 
beneficiaries  eligible  for  a  particular 
measure,  that  particular  measure  would 
not  be  included  in  the  calculation  of  the 
value-based  payment  modifier. 

Our  reliability  analysis  of  the  quality 
and  cost  measures  in  the  2010 
individual  Physician  Feedback  reports 
informs  our  minimum  case  size 
proposal.  The  average  reliability  of  the 
total  per  capita  cost  measure  assessed  at 
.  the  individual  level  for  physicians  in  all 
specialties  was  high  (greater  than  .70) 
when  the  minimum  case  size  was  20  or 
more.  There  was  a  slight  increase  in 
average  reliability  by  increasing 
minimum  case  size  to  30  cases. 
Increasing  the  minimum  case  size  from 
20  to  30,  however,  decreases  the  number 
of  physicians  for  which  we  can 
calculate  a  reliable  cost  measure  for 
physicians.  The  decrease  in  the  number 
of  physicians  is  small  for  some 
specialties  (for  example,  internal 
medicine,  family  practice)  but  is  much 
greater  for  other  specialties  (for 
example,  thoracic  surgery,  allergy/ 
immunology). 

Reliability  was  high  for  nine  of  the  15 
■  administrative  claims-based  quality 
measures  that  we  are  proposing  for 
purposes  of  the  value-based  payment 
modifier  for  the  PQRS  administrative 
claims-based  reporting  option  when  the 
minimum  case  size  was  20  or  greater. 
Average  reliability  increases  slightly  by 
increasing  case  size  to  30,  but  the 


20  Robert  L.  Houchens,  “The  Reliability  of 
Physician  Cost  Profiling  in  Medicare,”  (Aug.  2010) 
(Describing  how  for  most  physician  specialties. 
Medicare  physician  cost  profile  scores  are 
substantially  more  reliable  than  those  derived  from 
commercial  settings). 


number  of  physicians  decreases,  on 
average,  by  30  percent  of  eligible 
physicians.  We  anticipate  that  statistical 
reliability  of  the  quality  and  cost 
measures  will  increase  when  we  assess 
physicians  at  the  TIN  level  rather  than 
NPI  level,  because,  on  average,  a  TIN 
will  be  attributed  more  beneficiaries 
than  an  NPI.  We  seek  comment  on  these 
proposals. 

g.  Proposed  Payment  Adjustment 
Amount 

Section  1848(p)  of  the  Act  does  not 
specify  the  amount  of  physician 
payment  that  should  be  subject  to  the 
adjustment  for  the  value-based  payment 
modifier;  however,  section  1848(p)(4)(C) 
of  the  Act  requires  the  payment 
modifier  be  implemented  in  a  budget 
neutral  manner.  Budget  neutrality 
means  that  payments  will  increase  for 
some  groups  of  physicians  due  to  high 
performance  and  decrease  for  others  due 
to  low  performance,  but  the  aggregate 
amount  of  Medicare  spending  in  any 
given  year  for  physicians’  services  will 
not  change  as  a  result  of  application  of 
the  value-based  payment  modifier. 

In  making  proposals  about  the  amount 
of  Medicare  payment  made  under  the 
PFS  at  risk  for  the  value-based  payment 
modifier,  we  considered  that  there  are 
two  other  payment  adjustments 
affecting  physicians’  Medicare  payment 
in  2015  that  could  further  decrease 
physician  payments  in  2016. 
Specifically,  under  PQRS,  a  physician 
who  does  not  satisfactorily  submit  data 
on  quality  measures  during  the 
applicable  reporting  period  in  2013 
have  their  fee  schedule  amount  reduced 
by  1.5  percent  for  service  furnished  in 
2015.  This  PQRS  downward  payment 
adjustment  to  the  fee  schedule  will 
increase  to  2  percent  in  2016  (and 
thereafter)  based  on  reporting  periods 
that  fall  in  CY  2014  (and  thereafter, 
reporting  period  or  periods  that  fall  two 
years  prior  to  the  year  in  which  the 
PQRS  payment  adjustment  is  assessed). 
However,  as  noted  previously  in  this 
preamble,  individual  physicians  and 
groups  of  physicians  that  satisfactorily 
submit  data  on  PQRS  quality  measures 
via  any  of  the  reporting  methods 
proposed  for  the  2015  and  2016  PQRS 
payment  adjustment  would  avoid  the 
PQRS  downward  payment  adjustment. 
The  second  payment  adjustment  is  for 
physicians  that  are  not  meaningful  EHR 
users.  Section  1848(a)(7)  of  the  Act 
provides  for  a  downward  payment 
adjustment  of  1  percent  in  2015  (based 
on  performance  in  2013),  2  percent  in 
2016  (performance  in  2014),  and  3 
percent  in  2017  (performance  in  2015). 
We  note  that  the  adjustment  in  2015  for 
not  being  a  meaningful  EHR  user  is 
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increased  by  1  percentage  point  (to  —  2 
percent)  if  the  physician  was  subject  to 
the  eRx  Incentive  Program  payment 
adjustment  for  2014. 

To  balance  our  goals  of  beginning  the 
implementation  of  the  value  modifier 
consistent  with  the  legislative 
requirements  and  to  give  us  and  the 
physician  community  experience  in  its 
operation,  we  propose  to  separate 
groups  of  physicians  with  25  or  more 
eligible  professionals  into  two 
categories. 

For  those  groups  of  physicians  that 
have  met  the  criteria  for  satisfactory 
reporting  established  for  the  value-based 
payment  modifier  and  request  that  their 
value-based  payment  modifier  be 
calculated  using  a  quality-tiering 
approach,  we  propose  that  the 
maximum  payment  adjustment  be  — 1.0 
percent  for  poor  performance  (Table  70 
displays  the  different  downward 
payment  adjustments  depending  upon  a 
group  of  physicians’  quality  and  cost 
tiers).  We  recognize  that  2015  is  the 
initial  year  for  the  value-based  modifier 
and,  thus,  we  are  providing  for  a  very 
modest  adjustment  for  the  program’s 
initial  years.  A  payment  adjustment  of 
- 1.0  percent  means  that  groups  of 
physicians  would  receive  99.0  percent 
of  the  PFS  payment  amount  for  the 
service  involved.  Due  to  the  BN 
requirement,  we  are  not  proposing  the 
exact  amount  of  the  upward  payment 
adjustments  for  high  performance  under 
the  value-based  payment  modifier 
because  the  upward  payment 
adjustments  (in  the  aggregate)  will  have 
to  balance  the  downward  payment 
adjustments  in  order  to  achieve  BN. 
Thus,  we  propose  to  determine  the 
projected  aggregate  amount  of 
downward  payment  adjustments  and 
then  calculate  the  upward  payment 
adjustment  factor  based  on  the  cunount 
of  the  projected  aggregate  upward 
payment  adjustments.  Our  proposals 
regarding  the  payment  modifier  scoring 
models  in  the  next  section  explain  how 
we  proposed  to  calculate  upward 
adjustments  for  high  performance. 

For  groups  of  physicians  with  25  or 
more  eligible  professionals  that  have  not 
met  the  criteria  for  satisfactory  reporting 
established  for  the  value-based  payment 
Uiodifier  (including  those  groups  that 
have  not  participated  in  any  of  the 
PQRS  reporting  mechanisms),  we 
propose  to  set  their  value-based 
payment  modifier  at  — 1.0  percent.  We 
arrived  at  our  proposal  for  a  - 1.0 
percent  downward  adjustment  using  the 
following  rationale.  Section  1848(p)  of 
the  Act  requires  us  to  differentiate 
payment  based  on  a  comparison  of 
quality  of  CcU’e  furnished  compared  to 
cost.  Because  we  do  not  have 


performance  rates  on  which  to  assess 
the  quality  of  care  furnished  by  these 
groups,  we  can  differentiate  payment 
based  on  costs  only.  A  cost-only 
comparison  would  set  a  lower 
downward  adjustment  for  low-cost 
groups  than  for  high-cost  groups.  Due  to 
the  fact  that  the  value-based  payment 
modifier  is  just  starting  in  2015,  we  do 
not  wish  to  apply  a  greater  downward 
payment  adjustment  for  non-satisfactory 
reporters  than  we  are  proposing  for  the 
low  quality/high  cost  groups  that 
request  that  their  value-based  payment 
modifier  be  calculated  using  a  quality¬ 
tiering  approach.  Thus,  we  propose  to 
equalize  the  downward  payment 
adjustment  across  these  groups  of 
physicians,  despite  the  fact  that  they 
may  have  different  costs.  We  seek 
comment  on  this  approach. 

h.  Proposed  Value-Based  Payment 
Modifier  Scoring  Methodology 

Section  1848(p)(l)  of  the  Act  requires 
the  Secretary  to  establish  a  payment 
modifier  that  provides  for  differential 
payment  to  a  physician  or  group  of 
physicians  under  the  fee  schedule  based 
upon  the  quality  of  care  furnished 
compared  to  cost  during  a  performance 
period.  As  noted  previously,  the  statute 
requires  that  quality  of  care  furnished 
and  cost  shall  be  evaluated,  to  the  extent 
practicable,  based  on  composites  of 
quality  of  care  furnished  and  cost.  This 
section  discusses  our  proposals  for 
comparing  the  quality  of  care  furnished 
to  cost  for  those  groups  of  physicians 
that  request  their  value-based  payment 
modifier  be  calculated  using  a  quality¬ 
tiering  approach. 

In  making  our  proposals,  we 
developed  two  models  that  compare  the 
quality  of  care  furnished  to  costs:  A 
quality  tier  model  and  a  total 
performance  score  model.  We  propose 
the  quality-tiering  model  for  the  value- 
based  payment  modifier,  but  we  seek 
comment  on  the  total  performance  score 
model.  We  also  note  that  the  literature 
on  physician  pay-for-performance 
includes  other  models,  such  as  one 
based  on  an  efficient  frontier,  that  we 
are  not  proposing  here.^^  We  seek 
comment  on  these  proposals. 

(1)  Quality-Tiering  Model 

The  quality-tiering  model  compares 
the  quality  of  care  composite  with  the 
cost  composite  to  determine  the  value- 
based  payment  modifier.  To  make  this 


2'  David  Knutson,  et  al.,  “Alternative  Approaches 
to  Measuring  Physician  Resource  Use,”  Second 
Interim  Report  (Dec.  2010),  available  at  http:// 
www.cms.gov/Research-Statistics-Data-and- 
Systems/Statistics-Trends-and-Reports/Reports/ 
downloads/Knutson_MN_2ndJnterim 
Report _Alt Approaches _201 0.pdf. 


comparison,  we  propose  to  classify  the 
quality  of  care  composites  scores  into 
high,  average,  and  low  quality  of  care 
categories  based  on  whether  they  are 
statistically  above,  not  different  from,  or 
below  the  mean  quality  composite 
score.  We  seek  to  ensure  that  those 
groups  of  physicians  classified  as  high 
or  low  performers  have  performance 
that  is  meaningfully  different  from 
average  performance  (to  be  sure  that  no 
group  of  physicians  is  disadvantaged  for 
performance  only  slightly  different  from 
the  benchmark)  and  is  precisely 
measured  (to  ensure  that  no  group  of 
physicians  is  disadvantaged  by  an 
inaccurate  performance  assessment).  We 
propose  to  assess  meaningful 
differences  as  those  performance  scores 
that  are  at  least  one  standard  deviation 
from  the  mean.  We  propose  to  assess 
prevision  by  requiring  a  group  of 
physicians’  score  to  be  statistically 
different  from  the  mean  at  the  5.0 
percent  level  of  significance.  We  seek 
comment  on  these  proposals  and  on 
whether  we  should  only  examine 
meaningful  differences  that  are  at  least 
two  or  three  standard  deviations  away 
from  the  mean.  We  also  seek  comment 
on  whether  to  define  the  high  and  low 
categories  of  the  quality  composites  as 
a  fixed  percentage  (for  example,  2.5 
percent)  of  the  number  of  groups  of 
physicians  or  of  the  amount  of 
payments  under  the  PFS.  Such  an 
approach  would  minimize  the  number 
of  group  of  physicians  subject  to 
payment  adjustments. 

Likewise,  we  propose  to  identify 
those  groups  of  physicians  that  have 
cost  composite  scores  that  are 
statistically  different  from  the  mean  cost 
composite  score  of  all  groups  of 
physicians.  We  propose  to  classify  these 
groups  of  physicians  into  high,  average, 
and  low  cost  categories  based  on 
whether  they  are  significantly  above, 
not  different  from,  or  below  the  mean 
cost  composite  score  as  described  above 
with  reference  to  quality  composite.  We 
propose  to  assess  meaningful 
differences  as  those  performance  scores 
that  are  at  least  one  standard  deviation 
from  the  mean  and  we  propose  to  assess 
“precision  at  the  5.0  percent  level  of 
significance.  We  seek  comment  on  these 
proposals  and  on  whether  we  should 
only  examine  meaningful  differences 
that  are  at  least  two  or  three  standard 
deviations  away  from  the  mean.  We  also 
seek  comment  on  whether  to  define  the 
high  and  low  categories  of  the  cost 
composites  as  a  fixed  percentage  (for 
example,  2.5  percent)  of  the  number  of 
groups  of  physicians  or  of  the  amount 
of  payments  under  the  PFS. 

We  propose  to  compare  quality  of  care 
composite  classification  with  the  cost 
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composite  classification  to  determine  adjustment  according  to  the  amounts  in 
the  value-based  payment  modifier  Table  70. 


TABLE  70— Value-Based  Payment  Modifier  Amounts  for  the  Quality-Tiering  Approach 


.  Quality/cost 

Low  cost 

Average  cost 

High  cost 

High  quality  . 

+2.0X*  . 

+1.0X*  . 

+0.0% 

Average  quality  . 

+1  .Ox*  . . 

+0.0%  . 

-0.5% 

Low  quality  . 

+0.0%  . 

-0.5% . 

-1.0% 

'Groups  of  physicians  eligible  for  an  additional  +1.0x  if  reporting  measures  and  average  beneficiary  risk  score  in  the  top  25  percent  of  alt  risk 
scores. 


We  propose  to  establish  the  upward 
payment  adjustment  factor  (“x”)  after 
the  performance  period  has  ended  based 
on  the  aggregate  amount  of  downward 
payment  adjustments.  We  also  propose 
to  aggregate  the  downward  payment 
adjustments  in  Table  70  with  the 
downward  adjustment  for  groups  of 
physicians  with  25  or  more  eligible 
professionals  first  and  then  to  solve  for 
the  upward  payment  adjustment  factor 
(“x”).  For  example,  after  determining 
the  aggregate  projected  amount  of  the 
downward  payment  adjustments,  CMS 
could  calculate  that  the  payment 
adjustment  factor  (“x”)  would  be  0.75 
percent  such  that  high  quality/low  cost 
groups  of  physicians  would  receive  a 
1.5  percent  (2  x  0.75)  upward  payment 
adjustment  during  the  payment 
adjustment  period. 

We  also  propose  an  additional 
incentive  for  groups  of  physicians  to 
furnish  care  to  high-risk  Medicare 
beneficiaries.  VVe  seek  to  ensure  that  the 
value-based  payment  modifier  does  not 
cause  unintended  consequences  in 
which  groups  of  physicians  decline  to 
treat  the  most  difficult  cases.  In 
particular,  we  propose  that  the  scoring 
methodology  provide  a  greater  upward 
payment  adjustment  (+1.0x)  for  groups 
of  physicians  that  care  for  high-risk 
patients  (as  evidenced  by  the  average 
HCC  risk  score  of  the  attributed 
beneficiary  population)  and  submit  data 
on  PQRS  quality  measures  through 
PQRS  via  the  GPRO  using  the  web- 
interface,  claims,  registries,  or  EHRs.  We 
propose  to  increase  the  upward 


payment  adjustment  to  +3x  (rather  than 
-(■2x)  for  groups  of  physicians  classified 
as  high  quality/low  cost  and  to  -i-2x 
(rather  than  +  lx)  for  groups  of 
physiciems  that  are  either  high  quality/ 
average  cost  or  average  quality/low  cost 
if  the  group  of  physicians’  attributed 
patient  population  has  an  average  risk 
score  that  is  in  the  top  25  percent  of  all 
beneficiary  risk  scores.  In  other  words, 
we  are  not  proposing  this  additional 
upward  payment  adjustment  (-t-l.Ox)  for 
groups  of  physicians  that  select  the 
PQRS  administrative  claims-based 
reporting  option. 

We.propose  this  quality-tiering 
scoring  methodology  because  it 
compares  the  quality  of  care  furnished 
to  cost  as  required  by  the  statute.  It  also 
allows  physicians  to  understand  clearly 
how  their  payment  is  affected  by  their 
scores  on  the  quality  of  care  and  cost 
composites.  We  also  believe  it  is  a 
reasonable  way  to  start  to  modify 
physician  payment  because  it  clearly 
distinguishes  the  outliers  (for  example, 
high  quality/low  cost  compared  to  low 
quality/high  cost)  from  mean 
performance.  The  framework  also  ' 
allows  us  to  fine  tune  payment 
adjustments  as  we  gain  greater 
experience  with  the  proposed 
methodologies. 

We  seek  comment  on  this  proposal 
and  on  the  proposed  scoring 
methodologies.  We  seek  comment  in 
particular  on  whether  it  is  appropriate 
to  apply  the  same  upward  payment 
adjustment  in  Table  70  to  groups  of 
physicians  classified  as  high  quality/ 


medium  cost  and  medium  quality/low 
cost.  In  addition,  we  seek  comment  on 
whether  we  should  not  provide  as  great 
an  upward  payment  adjustment  for 
those  groups  of  physicians  that  select  to 
report  under  the  PQRS  via  the 
administrative  claims-based  reporting 
option,  so  that  we  encourage  greater 
PQRS  participation. 

(2)  Total  Performance  Score 

A  second  approach  to  scoring  the 
value-based  payment  modifier  is  a  total 
performance  score  approach.  This 
approach  allows  us  to  develop  a  unique 
value-based  payment  modifier  for  each 
group  of  physicians.  This  approach 
results  in  a  range  of  continuous 
payment  adjustments  rather  than  the 
thresholds  proposed  in  the  quality  tier 
approach.  Under  this  approach,  we 
could  calculate  a  total  performance 
score  (TPS)  by  equally  weighting  the 
quality  of  care  and  cost  composites.  A 
negative  score  for  the  quality  composite 
(Physician  Group  2  in  Table  71)  means 
the  group  of  physicians  performed 
below  the  national  average  on  the 
relevant  quality,  measures.  Likewise,  a 
negative  score  for  the  cost  composite 
means  the  group  of  physicians  had 
higher  costs  than  the  national  average. 
A  score  of  zero  means  that  the  group  of 
physicians  performed  at  the  national 
average.  The  example  in  Table  71 
illustrates  how  we  could  calculate  the 
TPS  for  three  groups  of  physicians.  In 
this  example,  Physician  Groups  1  and  3 
are  above  average  and  Physician  Group 
2  is  below  average. 


TABLE  71— Example  of  Total  Performance  Score 


Physician  Group  1 
Physician  Group  2 
Physician  Group  3 


Quality 

composite 

(50%) 

Cost 

composite 

(50%) 

1 

TPS 

.9 

.2 

.55 

-.9 

-1.2 

-1.05 

2.2 

1.2 

1.70 

We  could  develop  an  exchange 
function  in  which  we  translated  the  TPS 
into  a  unique  value-based  payment 


modifier  for  each  group  of  physicians. 
This  method  would  be  similar  to  the 
approach  we  use  in  the  Hospital  Value- 


Based  Purchasing  program  where  we 
use  a  linear  exchange  function  to 
develop  a  unique  payment  for  each 
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hospital.  This  approach  results  in  a 
continuous  array  of  unique  value-based 
payment  modifiers  such  that  there  are 
no  longer  cut-off  points  between  high 
and  low  performing  groups  of 
physicians.  Rather,  each  group  of 
physicians’  payment  would  be  modified 
under  this  approach. 

We  believe  the  quality-tiering 
approach  may  better  compare  the 
quality  of  care  furnished  to  costs.  We 
also  believe  that  the  quality-tiering 
approach  is  more  transparent  because 
groups  of  physicians  may  be  more  aware 
of  the  level  at  which  quality  and  cost 
performance  is  likely  to  result  in 
payment  adjustment.  However,  we  seek 
comment  on  these  observations  and 
whether  to  use  the  total  performance 
score  methodology  rather  than  the 
quality-tiering  methodology  for  the 
value-based  payment  modifier.  If  we 
were  to  use  a  total  performance  score 
methodology,  we  also  seek  comment  on 
the  weights  to  be  given  to  quality  and 
cost  composites. 

i.  Proposed  Informal  Review  and 
Inquiry  Process 

Section  1848(p)(10)  of  the  Act 
provides  that  there  shall  be  no 
administrative  or  judicial  review  under 
section  1869  of  the  Act,  section  1878  of 
the  Act,  or  otherwise  of  the  following: 

•  The  establishment  of  the  value- 
based  payment  modifier; 

•  The  evaluation  of  the  quality  of  care 
composite,  including  the  establishment 
of  appropriate  measure  of  the  quality  of 
care: 

•  The  evaluation  of  costs  composite, 
including  establishment  of  appropriate 
measures  of  costs; 

•  The  dates  of  implementation  of  the 
value-based  payment  modifier; 

•  The  specification  of  the  initial 
performance  period  and  any  other 
performance  period; 

•  The  application  of  the  value-based 
payment  modifier;  and 

•  The  determination  of  costs. 

Despite  the  prohibition  of 

administrative  and  judicial  review,  we 
believe  it  is  useful  for  groups  of 
physicians  to  understand  how  their 
payment  under  the  PFS  could  be 
changed  by  the  value-based  pa5anent 
modifier.  We  also  believe  that  a 
mechanism  is  needed  for  groups  of 
physicians  to  review  and  to  identify  any 
possible  errors  prior  to  application  of 
the  value-based  payment  modifier. 

Therefore,  we  intend  to  disseminate 
Physician  Feedback  reports  containing 
calendar  year  2013  data  in  the  fall  of 
■  2014  that  encompass  all  physicians 
(individually  or  in  groups  of  physicians, 
as  applicable);  these  reports  would  be 
the  basis  of  the  value-based  payment 


modifier  in  2015.  We  propose  that  these 
reports  would  contain,  among  other 
things,  the  quality  and  cost  measures 
and  measure  performance  and 
benchmarks  used  to  score  the 
composites,  and  quality  of  care  and  cost 
composite  scores,  and  the  value-based 
payment  modifier  arriount. 

After  the  dissemination  of  the 
Physician  Feedback  reports  in  the  fall  of 
2014,  we  propose  that  physicians  would 
be  able  to  email  or  call  a  technical  help 
desk  to  inquire  about  their  report  and 
the  calculation  of  the  value-based 
payment  modifier.  We  envision  this 
process  to  help  educate  and  inform 
physicians  about  the  value-based 
payment  modifier,  especially  for  those 
groups  of  physicians  that  have  elected 
that  their  value-based  payment  modifier 
be  calculated  using  a  quality-tiering 
approach.  We  note  that  because  we  have 
proposed  to  align  our  proposals  with  the 
PQRS  satisfactory  reporting  criteria, 
groups  of  physicians  will  be  able  to 
avail  themselves  of  the  informal  review 
process  regarding  the  PQRS  payment 
adjustment  as  well.  We  do  not  envision 
providing  opportunities  for  review  of  a 
value-based  payment  modifier. 

In  anticipation  of  the  reports  that  we 
would  produce  in  2014,  in  the  fall  of 
2013  we  plan  to  produce  and 
disseminate  Physician  Feedback  reports 
at  the  TIN  level  to  all  groups  of 
physicians  with  25  or  more  eligible 
professionals  based  on  2012  data.  These 
reports  will  include  a  “first  look”  at  the 
methodologies  we  are  proposing  in  this 
rule  for  the  value-based  payment 
modifier.  We  view  these  reports  as  a 
way  to  help  educate  groups  of 
physicians  about  how  the  value-based 
payment  modifier  could  affect  their 
payment  under  the  PFS. 

j.  Physician  Scenario  and  the  Value- 
Based  Payment  Modifier  Proposals 

The  following  example  summarizes 
and  pulls  together  our  proposals  for  the 
payment  modifier  based  on  a  group  of 
physicians  that  satisfactorily  reports 
quality  measures  through  the  PQRS 
GPRO  web-interface  and  elects  to  have 
the  value-based  payment  modifier 
calculated  using  the  proposed  quality¬ 
tiering  methodology. 

•  Quality  measures:  A  large  medical 
practice  group  with  more  than  100 
physicians  each  billing  under  the  same 
TIN  could  choose  to  submit  data  on  a 
common  set  of  quality  measures  via  the 
PQRS  web-interface.  This  group  of 
physicians  would  need  to  meet  the 
applicable  and  proposed  self¬ 
nomination  requirements  under  the 
PQRS  to  report  data  under  this  option. 
After  approval  to  participate,  CMS 
would  provide  the  group  of  physicians 


in  early  2014  a  list  of  patients  pre- 
loaded  into  the  GPRO  web-interface  on 
which  they  would  be  required  to  report 
the  measures  to  CMS.  They  would 
complete  the  web-interface  during  the 
first  calendar  quarter  of  2014. 

•  Composite  quality  score:  To  arrive 
at  the  quality  composite  score,  we 
would  create  a  standardized  score  for 
each  quality  measure  included  in  the 
GPRO  web-interface  and  then  combine 
these  scores  into  the  quality  composite. 
Specifically,  for  each  measure  we  would 
divide  the  difference  between  the 
group’s  performance  rate  and  the 
benchmark  (the  national  mean 
computed  across  all  groups  of 
physicians  and  individual  physicians 
submitting  data  on  the  quality  measure) 
by  the  measure’s  standard  deviation  to 
create  a  standardized  unit.  Standardized 
units  representing  each  measure  are 
then  combined  into  quality  domains 
with  each  measure  weighted  equally. 

We  would  then  equally  weight  the 
domains  to  form  the  quality  composite 
score. 

•  Composite  cost  score:  CMS  will 
calculate  five  cost  measures  for  the 
attributed  beneficiaries.  The 
standardized  cost  score  composite  is 
comprised  of  two  cost  domains:  total 
per  capita  cost  and  condition-specific 
per  capita  costs.  Each  domain  is 
weighted  equally.  For  each  cost 
measure,  the  difference  between  the 
group’s  performance  and  the  national 
mean  is  divided  by  the  standard 
deviation  computed  across  all  groups  of 
physicians. 

•  Payment  modifier:  Using  the  quality 
composite,  we  would  identify  groups  of 
physicians  that  have  quality  composite 
scores  that  are  significantly  different 
from  the  mean  quality  composite  score 
of  all  groups  of  physicians.  We  would 
classify  the  groups  of  physicians  into 
high,  average,  and  low  quality  based  on 
whether  they  are  statistically  above,  not 
different  from,  or  below  the  mean. 

We  would  also  identify  groups  of 
physicians  that  have  cost  composite 
scores  that  are  significantly  different 
from  the  mean  cost  composite  score  and 
classify  groups  of  physicians  into  high, 
average,  and  low  cost.  We  would  then 
compare  the  quality  of  care  composite 
classification  with  the  cost  composite 
classification  to  determine  the  payment 
modifier  according  to  the  amounts  in 
Table  70. 

Assuming  the  group  of  physicians  had 
high  quality  and  average  cost,  it  would 
be  eligible  for  an  upward  payment 
adjustment  of  +lx  on  each  of  its  claims 
submitted  for  payment  under  the  PFS 
during  2015.  If  the  beneficiaries 
attributed  to  the  group  of  physicians 
had  an  average  risk  score  that  was  in  the 
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top  25  percent  of  all  beneficiary  risk 
scores,  the  upward  payment  adjustment 
would  be  increased  to  +2x.  We  would 
indicate  the  exact  amount  of  the  upward 
payment  adjustment  in  the  Physician 
Feedback  report  that  we  produced  in  the 
fall  of  2014. 

(4)  Physician  Feedback  Program 

Section  1848(n)  of  the  Act  requires  us 
to  provide  confidential  reports  to 
physicians  that  measure  the  resources 
involved  in  furnishing  care  to  Medicare 
FFS  beneficiaries.  Section 
1848(n)(l)(A)(iii)  of  the  Act  also 
authorizes  us  to  include  information  on 
the  quality  of  care  furnished  to 
Medicare  FFS  beneficiaries.  In 
September  2011,  we  produced  and 
disseminated  confidential  feedback 
reports  to  physician  groups  that 
participated  in  the  PQRS  Group  Practice 
Reporting  Option  (GPRO)  in  2010,  and 
in  March  2012  we  produced  and 
disseminated  reports  to  physicians 
practicing  in  the  following  States;  Iowa, 
Kansas,  Missouri,  and  Nebraska. 

(a.)  GY  2010  Physician  Group  Feedback 
Reports  Based  on  2010  Data  and 
Disseminated  in  2011 

In  September  2011,  we  produced  and 
distributed  confidential  Physician 
Feedback  reports  to  each  of  the  35 
medical  group  practices  that 
participated  in  the  2010  GPRO  of  the 
PQRS.  Each  report  provided  information 
on  the  quality  of  care  and  resource  use 
for  Medicare  FFS  beneficiaries  treated 
by  the  medical  groups  in  2010.  More 
information  about  the  methodologies 
used  in  these  reports  and  the  aggregate 
findings  from  these  reports  is  available 
at  http://www.cms.gov/ 
physicianfeedbackprogram. 


To  participate  in  the  2010  PQRS 
GPRO,  a  group  practice  had  to  be  a 
single  provider  entity,  identified  by  its 
TIN,  with  at  least  200  eligible 
professionals.  Thirty-five  groups, 
encompassing  24,823  eligible 
professionals,  participated  in  the  2010 
PQRS  GPRO  reporting  option.  On 
average,  each  group  practice  contained 
the  following  type  of  medical 
professionals:  Primary  care  (27  percent), 
medical  specialties  (20  percent), 
surgeons  (13  percent),  other  medical 
professionals  (36  percent)  and  ER 
physicians  represented  less  than  1 
percent.  Despite  the  average  group 
practice  profile,  five  group  practices 
were  composed  of  substantially  more 
medical  specialists  and  surgeons  than 
primary  care  professionals.  A 
professional’s  medical  specialty  was 
determined  based  on  the  CMS  medical 
specialty  code  listed  most  often  on  their 
2010  Part  B  claims. 

For  each  of  the  35  participating  group 
practices,  we  attributed  Medicare  FFS 
beneficiaries  to  the  group  practice  if 
eligible  professionals  in  the  group 
practice  billed  for  at  least  two  office 
visits  or  other  outpatient  E&M  services 
and  the  group  practice  had  the  plurality 
of  E&M  charges  for  that  beneficiary.  The 
average  beneficiary  population 
attributed  to  a  group  practice  was 
12,550  beneficiaries  with  the  smallest 
group  practice  attributed  2,424 
beneficiaries  and  the  largest  with  31,006 
beneficiaries. 

In  2010,  each  beneficiary  that  was 
attributed  to  a  group  practice  had  an 
average  of  10  total  E&M  visits  in  2010 
(both  to  physicians  in  and  outside  the 
group  practice),  ranging  from  a  low  of 
nine  visits  per  group  practice  to  a  high 


of  14  visits  per  group  practice.  Seven  of 
these  E&M  visits,  on  average,  were  with 
physicians  in  the  group  practice, 
ranging  from  a  low  of  five  E&M  visits  to 
a  high  of  nine  E&M  visits  with 
physicians  in  the  group  practice.  Thus, 
the  GPRO  groups  provided  not  only  the 
plurality,  but  the  large  majority,  of  E&M 
visits  to  the  beneficiaries  attributed  to 
that  group  practice.  On  average,  the 
group  practices  accounted  for  78  ‘ 
percent  of  attributed  beneficiaries’  E&M 
visits. 

Primary  care  physicians,  on  average 
among  all  35  groups,  furnished  over  half 
(53  percent)  of  the  plurality  of  E&M 
visits  within  the  group  practice, 
followed  by  medical  specialists  at  27 
percent.  Surgeons  provided  11  percent 
of  the  plurality  of  E&M  visits  and  other 
physicians  furnished  9  percent.  We  note 
that  for  five  group  practices  medical 
specialists,  rather  than  primary  care 
providers,  furnished  the  plurality  of 
care  for  the  attributed  beneficienies. 

Table  72  shows  the  mean  performemce 
rate  and  the  performance  rates  for  the 
10th,  50th,  and  90th  percentiles  for  each 
of  the  26  quality  measures  that  were 
included  in  the  PQRS  GPRO  measure 
set  for  2010.  We  calculated  the 
performance  rates  based  on  the  data 
submitted  by  each  of  the  group 
practices.  Table  72  also  shows  the  mean 
performance  rate  for  those  19  measures 
that  were  included  in  the  PQRS  GPRO 
that  eligible  professionals  also  reported 
at  an  individual  level  through  the  PQRS. 
The  mean  group  practice  performance 
rate  was  equal  to  or  higher  than  the 
individual  performance  rate  for  16  of 
the  19  measures. 

BILLING  CODE  4120-01-P 
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TABLE  72:  Performance  Rates  on  26  Quality  Measures  for  Individual  Eligible 

_ _ Physfdans  and  Groups _ _ 


Measure 

Number 

Measure 

Title 

2010 

Average 

Individual 

Performance 

Rate/Eligible 

Ficfr^^^'^nal 

Perforr 

2 

nance  Rate  for  Ail 

010  GPROs 

Mean 

10“’ 

SO'" 

90*h 

DIABETES  1 

GPRO 

DM-1 

Diabetes  Mellitus;  Hemoglobin  AlC  Testing 

NA 

93% 

88% 

94% 

98% 

GPRO 

DM-2* 

Diabetes  Mellitus:  Hemoglobin  AlC  Poor  Control 
in  Diabetes  Mellitus 

22% 

WBM 

m 

21% 

39% 

GPRO 

DM-3 

Diabetes  Mellitus:  High  Blood  Pressure  Control  in 
Diabetes  Mellitus 

59% 

m 

57% 

67% 

GPRO 

DM-5 

Diabetes  Mellitus:  Low  Density  Lipoprotein 
(LDL-C)  Control  in  Diabetes  Mellitus 

57% 

54% 

41% 

55% 

GPRO 

DM-6 

Diabetes  Mellitus:  Urine  Screening  for 

Microalbumin  or  Medical  Attention  for 

Nephropathy  in  Diabetic  Patients 

74% 

89% 

82% 

89% 

GPRO 

DM-8 

Diabetes  Mellitus:  Foot  Exam 

72% 

61% 

16% 

69% 

86% 

GPRO 

DM-9 

Diabetes  Mellitus:  Lipid  Profile 

NA 

84% 

75% 

84% 

93% 

1  HEART  FAILURE  ,  1 

GPRO 

HF-1 

Heart  Failure:  Left  Ventricular  (LVF)  Assessment 

46% 

86% 

68% 

93% 

97% 

GPRO 

HF-2 

Heart  Failure:  Left  Ventricular  (LVF)  Testing 

-NA 

86% 

68% 

90% 

98% 

GPRO 

HF-3 

Heart  Failure:  Weight  Measurement 

NA 

86% 

79% 

88% 

96% 

GPRO 

HF-5 

Heart  Failure:  Patient  Education 

43% 

77% 

54% 

83% 

97% 

GPRO 

HF-6 

Heart  Failure:  Beta  Blocker  Therapy  for  Left 
Ventricular  Systolic  Dysfunction  (LVSD) 

83% 

92% 

86% 

95% 

99% 

GPRO 

HF-7 

Heart  Failure:  Angiotenson-Converting  Enzyme 
(ACE)  Inhibitor  or  Angiotensin  Receptor  Blocker 
(ARB)  Therapy  for  Left  Ventricular  Systolic 
Dysfunction  (LVSD) 

86% 

90% 

82% 

91% 

97% 

GPRO 

HF-8 

Heart  Failure:  Warfarin  Therapy  For  Patients  With 
Atrial 

Fibrillation 

72% 

79% 

62% 

82% 

94% 

!  CORONARY  ARTERY  DISEASE  1 

GPRO 

CAD-1 

Coronary  Artery  Disease  (CAD):  Oral  Antiplatelet 
Therapy  Prescribed  for  patients  with  CAD 

85% 

85% 

50% 

93% 

97% 

GPRO 

CAD-2 

Coronary  Artery  Disease  (CAD):  Drug  Therapy  for 
Lowering  LDL-  Cholesterol 

75% 

90% 

85% 

92% 

97% 

GPRO 

CAD-3 

Coronary  Artery  Disease  (CAD):  Beta  Blocker 
Therapy  for  CAD  Patients  with  Prior  Myocardial 
Infarction 

71% 

87% 

76% 

88% 

GPRO 

CAD-7 

Coronary  Artery  Disease  (CAD):  Angiotensin- 
Converting  Enzyme  (  ACE)  inhibitor  or 

Angiotensin  Receptor  Blocker  (  ARB)  Therapy  for 
Patients  with  CAD  and  Diabetes  and  /or  Left 
Ventricular  Systolic  Dysfunction 
(UVSD) 

67% 

83% 

75% 

84% 

jjl^B 

1  HYPERTENSION 

GPRO 

HTN-1 

Hypertension  (HTN):  Blood  Pressure  Measurement 

NA 

72% 

98% 

100% 

GPRO 

HTN-2 

Hypertension  (HTN):  Blood  Pressure  Control 

NA 

.  68% 

58% 

68% 

76% 

GPRO 

Hypertension  (HTN):  Plan  of  Care 

NA 

56% 

21% 

61% 

79% 
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Measure 

Number 

Measure 

Title 

' 

2010 

Average 

Individual 

Performance 

Rate/Eligible 

Professional 

Performance  Rate  for  All 

2010  GPROs 

Mean 

Percentile  I 

10"* 

SO*" 

90“* 

HTN-3 

PREVENTIVE  CARE  AND  SCREENING 

GPRO 

PREV-5 

Preventive  Care  and  Screening:  Screening 
Mammography 

54% 

74% 

63% 

85% 

GPRO 

PREV-6 

Preventive  Care  and  Screening:  Colorectal  Cancer 
Screening 

52% 

60% 

37% 

64% 

76% 

GPRO 

PREV-7 

Preventive  Care  and  Screening:  Influenza 
Immunization  for  Patients  >  50  Years  Old 

51% 

67% 

50% 

67% 

79% 

GPRO 

PREV-8 

Preventive  Care  and  .Screening:  Pneumonia 
Vaccination  for  Patients 

55% 

62% 

40% 

62% 

86% 

•  DM-2  is  a  measure  of  poorly  controlled  blood  sugar:  Higher  scores  (and  percentile  rankings)  on  this  measure  reflect 
worse  performance. 


BILLING  CODE  4120-01-C 

The  group  practice  performance  rates 
were  statistically  reliable  at  a  high  level 
across  the  vast  majority  of  the  measures. 
We  examine  reliability  because  the 
clinical  measures  are  derived  from 
samples  of  the  group  practice’s 
attributed  beneficiaries.  In  this  context, 
reliability  means  the  group  practices’ 
performance  rates  would  be  similar  or 
the  same  if  a  different  sample 
population  of  the  group  practice  were 
used  for  quality  measurement.  The 
average  reliability  score  for  the  group 
practices’  quality  measures  related  to 
coronary  artery  disease  ranged  from  0.86 
to  0.99,  for  diabetes  from  0.87  to  0.99, 
for  heart  failure  from  0.79  to  0.99,  for 
hypertension  from  0.89  to  1.00,  and  for 
the  preventive  measures  from  0.94  to 
0.98.  All  groups’  quality  measures 
achieved  at  least  a  0.50  score  with  most 
group  practices  well  above  that  level. 

The  percentage  of  primary  care 
physicians  in  a  group  practice  did  not 
correlate  with  higher  performance  on 
the  clinical  care  measures,  even  though 
the  26  quality  measures  focused  on 
effective  primary  care.  As  noted  above, 
in  five  group  practices,  medical 
specialists  rather  than  primary  care 
providers  furnished  care  to  the  majority 
of  attributed  beneficiaries.  Two  of  these 
five  group  practices  were  among  the  top 
five  group  practices  overall  across  all 
quality  measures. 

In  addition  to  the  26  quality  measures 
included  in  the  GPRO,  the  reports  also 
contained  each  group  practice’s 
performance  on  measures  of  avoidable 
hospitalizations  for  six  ambulatory  care 
sensitive  conditions  (ACSCs).  These  are 
conditions  for  which  outpatient  care  can 
potentially  prevent  a  hospital 
admission.  The  measures  were  based  on 
measures  developed  by  the  Agency  for 


Healthcare  Research  and  Quality 
(AHRQ)  and  more  information  can  be  , 
found  at  http:// 

www.qualityindicators.ahrq.gov/ 
modules/ pqi  overview. aspx. 

The  six  anibulatory  care  sensitive 
conditions  include:  (1)  Bacterial 
pneumonia:  (2)  urinary  tract  infection 
(UTI);  (3)  dehydration;  (4)  heart  failure 
(HF);  (5)  chronic  obstructive  pulmonary 
disease  (COPD);  and  (6)  diabetes — a 
composite  measure  based  on  short-term 
diabetes  complications,  uncontrolled 
diabetes,  long-term  diabetes 
complications,  and  lower  extremity 
amputation  for  diabetes.  Table  73  shows 
the  mean,  as  well  as  minimum,  and 
maximum  performance  rate  (as 
expressed  in  events  per  1,000 
beneficiaries)  for  each  of  the  six  ACSC 
measures  of  potentially  preventable 
hospitalizations. 


Table  73— Performance  Rates  for 
THE  ACSCs 


(ACSC) 

Mean 

Min¬ 

imum 

Max¬ 

imum 

Diabetes . 

25 

7 

39 

COPD  . 

95 

53 

142 

CHF  . 

Bacterial  Pneu- 

122 

66 

200 

monia  . 

12 

7 

20 

UTI  . 

8 

4 

13 

Dehydration  . 

3 

0 

11 

We  also  examined  five  measures  of 
cost:  total  per  capita  costs  for 
beneficiaries  attributed  to  the  group 
practice  and  total  per  capita  for 
beneficiaries  that  bad  the  following  four 
chronic  conditions:  Diabetes,  heart 
failure,  chronic  obstructive  pulmonary 
disease,  and  coronary  artery  disease. 

In  calculating  these  measures,  we  first 
standardized  the  Medicare  payments  to 


ensure  fair  comparisons.  Geographic 
variations  in  Medicare  payments  to 
providers  can  reflect  factors  unrelated  to 
the  care  provided  to  beneficiaries.  All 
Medicare  payments  have  been 
standardized  such  that  a  given  service  is 
priced  at  the  same  level  across  all 
providers  within  the  same  facility  type 
or  setting,  regardless  of  geographic 
location  or  differences  in  Medicare 
payment  rates  among  facilities.  More 
information  about  how  CMS 
standardized  payments  can  be  found  in 
the  September  2011  document 
describing  the  methodologies  used  in 
the  2010  QRURs,  which  can  be  accessed 
at  http://www.cms.gov/Physician 
FeedbackProgram/Downloads/2010_ 
GPRO_QRUR_DetaiIed_ 
Methodology.pdf. 

The  standardized  total  per  capita 
costs  for  the  35  group  practices  for 
attributed  beneficiaries  was  on  average, 
$13,135.  Thus  on  average.  Medicare 
paid  providers  $13,135  per  beneficiary 
attributed  to  each  group  practice.  The 
range  of  total  per  capita  costs  was 
$9,124  to  $24,480  and  an  absolute 
difference  of  $15,536  per  beneficiary. 

We  applied  a  risk  adjustment 
methodology  to  adjust  these  total  per 
capita  costs  for  patient  demographics, 
socioeconomic  factors,  and  prior  health 
conditions,  recognizing  that  physiologic 
differences  among  beneficiaries  can 
affect  their  medical  costs,  regardless  of 
the  care  provided.  This  risk  adjustment 
methodology  is  based  on  the  CMS’ 
Hierarchical  Condition  Categories  (HCC) 
model  that  assigns  ICD-9  diagnosis 
codes  (each  with  similar  disease 
characteristics  and  costs)  to  70  clinical 
conditions  to  capture  medical  condition 
risk.  The  HCC  risk  scores  also 
incorporate  patient  age,  general  reason 
for  Medicare  eligibility  (aged  or 
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disabled),  and  Medicaid  eligibility.  The 
risk  adjustment  model  also  included  the 
beneficiary’s  end  stage  renal  disease 
(ESRD)  status.  More  information  about 
how  CMS  risk  adjusted  per  capita  costs 
can  be  found  in  the  September  2011 
document  describing  the  methodologies 
used  in  the  2010  QRURs,  which  can  be 
accessed  at  http://www.cms.gov/ 
PhysicianFeedbackProgram/Downloads/ 
201 OGPROQR  URDetailed 
_Methodology.pdf. 

After  risk  adjustment,  the  adjusted 
average  total  per  capita  costs  was 
$12,652  with  a  range  of  $9,932  to 
$16,736  and  an  absolute  difference  of 
$6,804.  Thus  the  risk  adjustment 
methodology  had  the  effect  of  reducing 
the  absolute  difference  between  the 
groups  with  the  lowest  and  highest  total 
per  capita  range  55.7  percent.  In 
particular,  the  lowest  third  of  the  groups 
were  adjusted  upward  by  an  average  of 
6.2  percent  and  the  most  expensive 
third  were  lowered  by  10.4  percent.  The 
middle  third,  on  average,  were  adjusted 
downward  by  0.1  percent,  but  the  range 


of  adjustments  was  — 10.3  to  +8.2 
percent. 

Moreover,  three  of  the  five  group 
practices  for  which  medical  specialists 
provided  the  plurality  of  care  to 
attributed  beneficiaries  had  their  costs 
risk  adjusted  downward.  Two  of  these 
five  groups  had  their  unadjusted  per 
capita  costs  adjusted  upward. 

The  physician  feedback  reports  also 
showed  the  percentage  of  professionals 
who  did  not  bill  under  the  group 
practice’s  TIN  who  treated  the 
beneficiaries  attributed  to  the  group 
practice.  On  average,  42  percent  of  the 
professionals  that  cared  for  attributed 
patients  were  outside  the  group 
practice.  The  range  was  from  18  to  84 
percent.  We  also  found  a  weak 
association  between  the  percent  of 
professionals  who  did  not  bill  under  the 
group  practice’s  TIN  and  total  per  capita 
costs  for  the  attributed  beneficiaries. 

The  correlation  was  0.12. 

All  35  group  practices  achieved 
statistical  reliability  scores  greater  than 
0.70  for  the  overall  per  capita  cost 
measures  and  the  four  subgroup-specific 
cost  measures.  In  particular,  the  group 


practices  achieved  an  average  reliability 
score  of  0.99  for  the  overall  per  capita 
cost  measure.  In  addition,  all  35  group 
practices  achieved  a  reliability  of  greater 
than  0.70  across  all  sub  cost  categories. 
The  average  reliabilities  were  0.93  for 
heart  failure,  0.91  for  COPD,  0.95  for 
diabetes,  and  0.96  for  CAD. 

Although  the  sample  of  group 
practices  was  small  (35),  we  found 
almost  no  association  between  quality  of 
care  furnished  and  the  total  risk- 
adjusted  per  capita  cost  for  each  group 
practice.  We  constructed  a  simple 
quality  score  by  taking  the  average  of 
the  32  performance  rates  (26  clinical 
quality  measures  and  six  ACSC  rates). 
We  translated  the  ACSC  rates  into 
percentages  with  the  lowest  ACSC  rate 
equal  to  100.0  percent  (because  lower 
rates  are  better)  and  the  highest  ACSC 
rate  equal  to  0.0  percent.  Table  74 
shows  a  scatter  diagram  of  the 
relationship  between  the  quality  of  care 
furnished  by  each  group  practice  and 
the  total  risk-adjusted  per  capita  cost. 
The  correlation  between  the  two 
variables  is  2.0  percent. 


TABLE  74:  Quality  of  Care  Compared  To  Cost 
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Quality  Score 

V  J 

(b.)  Individual  Physician  Feedback 
Reports  Based  on  2010  Data  and 
Disseminated  in  2012 

In  March  2012,  we  producecland 
made  available  for  download 
-  confidential  individual  Physician 
Feedback  reports  for  23,730  physicians 
enrolled  in  Medicare  and  practicing  in 
Iowa,  Kansas,  Missouri,  and  Nebraska. 
Each  report  provided  ^information  on  the 


quality  of  care  and  resource  use  for 
Medicare  FFS  beneficiaries  treated  by 
the  physician  in  2010.  Each  report  » 
contained  two  sets  of  quality  measures 
for  Medicare  beneficiaries:  measures 
physicians  reported  in  the  PQRS  via  the 
claims-based  reporting  methodology, 
and  quality  measures  calculated  by  CMS 
that  relied  solely  on  Medicare 
administrative  claims  data. 


Approximately  25  percent  (5,891)  of 
the  23,730  physicians  reported  on  one 
or  more  PQRS  measure  in  2010.  The  five 
specialties  with  the  highest 
participation  rates,  as  a  percentage  of 
the  total  number  of  physicians  in  that 
specialty,  were  Ophthalmology, 
Anesthesiology,  Gynecology/Oncology, 
Pathology,  and  Geriatric  Medicine. 
Physicians  reported  3.7  PQRS  measures 
on  average.  The  iriaximum  number  of 
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measures  reported  was  30,  by  a  family 
practitioner. 

The  PQRS  performance  rates  were 
strongly  skewed  upward  and 
compressed  for  the  physicians  in  the 
four  states.  For  approximately  three 
quarters  of  the  measures,  the  50th 
percentile  was  100  percent.  For 
approximately  one-third  of  the 
measures,  the  25th  percentile  was  100 
percent.  The  most  frequently  reported 
PQRS  measure  was  “Health  Information 
Technology:  Adoption/Use  of  Electronic 
Health  Records”,  reported  by  1,494 
physicians  (6.3  percent).  The  2010 
Reporting  Experience  report  has  more 
information  on  PQRS  performance  rates 
nationwide  and  it  is  available  at 
http://www.cms.gov/Medicare/Quality- 
In  i  tia  tives-Patient-Assessment- 
Instruments/PQRS/index.htmI?redirect= 
/PQRI. 

The  reports  also  contained 
information  on  up  to  28  administrative 


claims-based  quality  measures  (and  13 
sub-measures  for  a  total  of  41  measures) 
depending  upon  whether  the  physician 
treated  at  least  one  beneficiary  that  was 
eligible  for  the  measure,  that  assessed 
whether  Mediccure  FFS  beneficiaries 
received  recommended  primary  care 
and  preventive  care  services.  We 
calculated  these  measure  performance 
rates  solely  from  Medicare  FFS  claims 
data.  The  measurement  year  used  for 
calculating  performance  was  January  1- 
December  31,  2010;  claims  were 
available  for  a  one-year  look-back  period 
to  January  1,  2009,  for  measures 
requiring  a  look-back  period. 
Specifications  for  these  measures  are 
available  at  bttp://www.cms.gov/ 
PhysicianFeedbackProgram/Downloads/ 
claims_based_measures_with_ 
descri ptions  num  denom_excl.pdf. 

On  average,  a  physician’s  report 
contained  information  on  30  of  41 
measures.  The  reports  provided  this 


information  for  any  beneficiary  to  whom 
the  physician  furnished  at  least  one 
service,  even  if  the  physician  did  not 
provide  the  treatment  indicated  by  the 
quality  measure.  We  provided  this 
information  because  we  believe  it  is 
critical  to  inform  physicians  about  the 
quality  of  care  that  their  beneficiaries 
received  for  primary  care  and 
preventive  services  from  any  Medicare 
FFS  physician.  Moreover,  physicians 
may  he  unaware  of  the  care  that  their 
beneficiaries  receive.  Table  75  shows 
the  percentage  of  Medicare  FFS  patients 
who  received  the  treatment  indicated  by 
the  quality  measure.  There  is  room  for 
improvement  for  physicians  to  provide 
basic  recommended  services  in  many 
clinical  areas,  especially  those  where 
the  percentage  of  beneficiaries  receiving 
the  indicated  treatment  is  less  than  50 
percent. 
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TABLE  75:  Physician  Performance  on  Medicare  Claims-Based  Quality  Measures 
for  2010  QRUR  Physicians  (Iowa,  Kansas,  Missouri,  Nebraska) 


Clinical  Condition  and  Measure 

Specifications  for  these  clinical  measures  are  posted  at 
httD://ww  w.cms .  eov/  PhvsicianF  eedbackProaram/Downloads 


/claims  based  measures  with  descriptions  num  denom  excl.pdf. 


hronk  Obstructive  Pulmonary  Disease  (COPD) 


Pharmacotherapy  Management  of  COPD  Exacerbation 


Breast  Cancer  Surveillance  for  Women  with  a  History  of  Breast  Cancer 


PSA  Monitoring  for  Men  with  Prostate  Cancer 


•iabetes 

Dilated  Eye  Exam  for  Beneficiaries  <  75  with  Diabetes 


HbAlc  Testing  for  Beneficiaries  <  75  with  Diabetes 


Urine  Protein  Screening  for  Beneficiaries  <  75  with  Diabetes 


Lipid  Profile  for  Beneficiaries  <  75  with  Diabetes 


ynecology 


Endometrial  Sampling  or  Hysteroscopy  with  Biopsy  Before  Endometrial 
Ablation  Procedure 


eart  Conditions 


Statin  Therapy  for  Beneficiaries  with  Coronary  Artery  Disease 


1 .  Percentage  Prescribed  Statin  Therapy 


2.  Average  Medication  Possession  Ratio* 


3.  Percentage  with  Medication  Possession  Ratio  >  0.80* 


Persistence  of  Beta  Blocker  Treatment  After  Heart  Attack 


Lipid  Profile  for  Beneficiaries  with  Ischemic  Vascular  Disease 


uman  Immunodeficiency  Virus  (HIV) 


Monitoring  for  Disease  Activity  for  Beneficiaries  with  HIV 


ental  Health 


Antidepressant  Treatment  for  Depression 


1 .  Acute  Phase  Treatment  (at  least  12  weeks) 


2.  Continuation  Phase  Treatment  (at  least  6  months) 


Follow-Up  After  Hospitalization  for  Mental  Illness 


1 .  Percentage  of  Patients  Receiving  Follow-Up  Within  30  Days 


2.  Percentage  of  Patients  Receiving  Follow-Up  Within  7  Days 


vention 


Breast  Cancer  Screening  for  Women  <  69 


Mean  Performance  Rate 


Physicians  in  Iowa,  Kansas, 
Missouri,  and  Nebraska 


Percentage  of 
Number  of  Medicare 

Physicians  Patients  Who 
Included  Received 

the  Service 


1 .  Dispensed  Systemic  Corticosteroid  Within  1 4  Days  of  Event 

18,472 

66% 

2.  Dispensed  Bronchodilator  Within  30  Days  of  Event 

18,472 

66% 

Use  of  Spirometry  Testing  to  Diagnose  COPD 

22,290 

33% 

Bone,  Joint,  and  Muscle  Disorders 

Osteoporosis  Screening  for  Chronic  Steroid  Use 

17,046 

58% 

Osteoporosis  Management  in  Women  >  67  Who  Had  a  Fracture 

19,678 

14% 

Disease-Modifying  Antirheumatic  Drug  Therapy  for  Rheumatoid  Arthritis 

18,094 

77% 
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Clinical  Condition  and  Measure 

Mean  Performance  Rate 
Physicians  in  Iowa,  Kansas, 
Missouri,  and  Nebraska 

Specifications  for  these  clinical  measures  are  posted  at 
http://www.cms.eov/PhvsicianFeedbackProeram/Downloads 

Number  of 
Physicians 
Included 

Percentage  of 
Medicare 
Patients  Who 
Received 
the  Service- 

/claims  based  measures  with  descriptions  num  denom  excl.pdf. 

Medication  Management 

Viral  Load  Testing  for  Beneficiaries  with  Antiviral  Therapy  for  Hepatitis  C 

1,212 

93% 

Lipid  Profile  for  Beneficiaries  Who  Started  Lipid-Lowering  Medications 

22,632 

41% 

Annual  Monitoring  for  Beneficiaries  on  Persistent  Medications 

1 .  Angiotensin  Converting  Enzyme  (ACE)  Inhibitors  or  Angiotensin  Receptor 
Blockers  (ARB) 

22,010 

93%  - 

2.  Digoxin 

15,167 

93% 

3.  Diuretics 

21,905 

93% 

4.  Anticonvulsants 

1,712 

39% 

5.  Total  Rate  (sum  of  4  previous  numerators  divided  by  sum  of  4  previous, 
denominators) 

22,385 

Anticoagulation  Treatment  >  3  Months  After  Deep  Vein  Thrombosis 

14,787 

43% 

Anticoagulation  Treatment  >  3  Months  After  Pulmonary  Embolism 

10,298 

44% 

International  Normalized  Ratio  (INR)  Testing  for  Beneficiaries  Taking 
Warfarin  and  Interacting  Anti-Infective  Medications 

14,006 

14% 

NOTE:  For  the  measures  shown  below,  lower  percentages  reflect  better  performance 

Drugs  to  Be  Avoided  for  Beneficiaries  >  65 

1 .  Patients  Who  Receive  at  Least  One  Drug  to  Be  Avoided 

23,085 

27% 

2.  Patients  Who  Receive  at  Least  Two  Different  Drugs  to  Be  Avoided 

23,085 

16% 

Potentially  Harmful  Drug-Disease  Interactions  for  Beneficiaries  >  65 

1 .  Prescription  for  Tricyclic  Antidepressants,  Antipsychotics,  or  Sleep  Agents 
for  Patients  with  a  History  of  Falls 

21,132 

■■ 

2.  Prescription  for  Tricyclic  Antidepressants  or  Anticholinergic  Agents  for 
Patients  with  Dementia 

21,443 

29% 

3.  Prescription  for  Nonaspirin  NSAIDs  or  Cox-2  Selective  NSAIDs  for 

Patients  with  Chronic  Renal  Failure 

16,902 

8% 

4.  Total  Rate  (sum  of  3  previous  numerators  divided  by  sum  of  3  previous 
denominators) 

22,232 

22% 

Lack  of  Monthly  INR  Monitoring  for  Beneficiaries  on  Warfarin 

21,967 

48% 

♦Unlike  the  other  measures  in  this  table,  these  values  represent  a  ratio,  not  a  percentage  of  patients  receiving  the  service. 


The  reports  also  provided  information 
on  five  measures  of  per  capita  cost. 

Total  per  capita  costs  for  beneficiaries 
attributed  to  the  physician  and  total  per 
capita  costs  for  beneficiaries  that  had 
the  following  four  chronic  conditions: 
diabetes;  heart  failure;  chronic 
obstructive  pulmonary  disease  (COPD); 
and  coronary  artery  disease  (CAD).  As 
discussed  earlier,  we  standardized  and 
risk  adjusted  the  total  per  capita  cost 
measures. 

To  assess  per  capita  cost  measures,  we 
attributed  beneficiaries  to  physicians. 

To  attribute  beneficiaries,  the  reports 
classified  each  physician’s  Medicare 
FFS  beneficiaries  into  three  groups 


based  upon  the  degree  of  the  physician’s 
involvement  with  the  patient: 

•  Directed:  The  physician  billed  for 
35  percent  or  more  of  the  patient’s  office 
or  other  outpatient  Evaluation  and 
Management  (E&M)  visits. 

•  Influenced:  The  physician  billed  for 
fewer  than  35  percent  of  the  patient’s 
outpatient  E&M  visits,  but  for  20  percent 
or  more  of  the  patient’s  total 
professional  costs. 

•  Contributed:  The  physician  billed 
for  fewer  than  35  percent  of  the  patient’s 
outpatient  E&M  visits,  and  for  less  than 
20  percent  of  the  patient’s  total 
professional  costs. 

As  discussed  with  reference  to  the 
value-based  payment  modifier,  this 


attribution  methodology  assigns  the 
same  patient  to  all  physicians  who 
treated  the  patient,  but  classifies  the 
patient  based  on  how  involved  the 
physician  was  with  the  care  provided  to 
the  patient. 

Table  76  shows  the  number  of 
beneficiaries  attributed,  on  average,  to 
physicians  under  each  of  these  rules. 
We  wish  to  highlight  two  observations. 
First,  that  primary  care  physicians 
generally  furnished  services  to  fewer 
patients  than  surgeons/specialists  and 
other  types  of  physicians  (which 
included  radiologists,  anesthesiologists, 
and  pathologists)  and  that  primary  care 
physicians  directed  care  more  often 
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than  other  types  of  physicians.  Second,  meaning  that  care  can  frequently  be  importance  of  coordinating  care  among 

there  were  several  physicians  in  all  fragmented.  This  finding  highlights  the  physicians, 

categories  who  only  contributed  to  care, 

Table  76 — Beneficiaries  in  Iowa,  Kansas,  Missouri,  and  Nebraska  Attributed  by  Physician  Type:  Average 

Number  of  Beneficiaries 


Type  of  physician 

Average  number 
of  attributed 
beneficiaries 

Average  number 
of  directed 
beneficiaries 

Average  number 
of  influenced 
beneficiaries 

Average  number 
of  contributed 
beneficiaries 

Primary  care  . . . 

279 

105 

13 

181 

Medical  specialist . 

471 

59 

51 

381 

Surgeons  . 

309 

36 

64 

217 

Emergency  medicine  . 

367 

35 

14 

350 

Other . 

860 

18 

34 

840 

We  calculated  total  per  capita  costs  77,  the  beneficiaries  who  receive  care  costs  and  accounted  for  20  percent  of 

for  each  type  of  attribution  of  patients.  under  the  “contributed  only”  attribution  those  beneficiaries  covered  by  the  2010 

As  discussed  above  and  shown  in  Table  have  substantially  higher  per  capita  individual  reports. 


Table  77— Mean  Total  per  Capita  Costs  in  the  QRURs 


Type  of  physician 

Overall 

Directed 

Influenced 

Primary  care  . 

$16,580 

$9,733 

$6,780 

$19,019 

Medical  specialist . 

19,765 

1 1 ,256 

9,219 

21 ,276 

Surgeons . 

17,535 

11,482 

15,182 

18,313 

Emergency  medicine  . 

20,729 

10,389 

•  3,675 

21,217 

Other . . . 

23,704 

11,442 

8,987 

23,980 

(c.)  Physician  Feedback  Program 
Dissemination  Strategy 

Based  on  our  previous  dissemination 
of  individual  Physician  Feedback 
reports,  we  have  learned  that  the 
overwhelming  factor  that  prevents 
physicians  ft'om  accessing  their  reports 
is  lack  of  knowledge  of  their  . 
availability.  We  undertook  several  steps 
this  year  to  increase  awareness  of  the 
Physician  Feedback  reports.  First,  we 
increased  the  information  we  provided 
to  physicians  about  the  feedback 
reports,  performance  reporting,  the 
value-based  payment  modifier,  and  our 
methodology  via  www.cms.gov/ 
physicianfeedbackprogram,  fact  sheets, 
FAQs,  video,  slides,  national  provider 
calls,  targeted  conference  calls  with 
report  recipients,  meetings  with 
national  and  local  medical  associations 
and  specialties,  and  multiple  physician 
fee  for  service  list  serve  announcements. 
We  also  partnered  with  the  }5  Medicare 
Administrative  Contractor  (MAC),  WPS, 
for  Iowa,  Kansas,  Nebraska,  and 
Missouri,  to  develop  a  secure  internet 
portal  where  physician  could  easily 
obtain  their  reports.  As  of  June  10,  2012, 
7,484  of  approximately  24,000  (31 
percent)  individual  Physician  Feedback 
reports  have  been  accessed 
electronically.  This  is  a  substantial 
increase  fi’om  earlier  phases  of  the 
Physician  Feedback  program  in  which 


only  1  percent  of  physicians  obtained 
their  reports. 

We  also  have  aggressively  solicited 
feedback  from  physicians  and  physician 
groups,  including  the  American  Medical 
Association,  on  how  to  increase  the 
usefulness  of  the  reports  so  that 
physicians  and  groups  of  physicians 
would  actively  seek  this  type  of 
information  ft'om  CMS.  We  invited 
report  recipients  (via  several  conference 
calls  directed  first  to  medical  practice 
groups  and  then  individual  physicians) 
to  provide  us  input  on  the  usefulness 
and  credibility  of  the  performance 
measures,  and  other  information 
contained  in  the  reports  so  that  we  can 
improve  the  reports  for  future  years. 

Following  the  September  26,  2011 
distribution  of  reports  to  physician 
groups,  we  hosted  two  conference  calls 
for  the  35  large  medical  practice  groups. 
In  addition  to  “walking  through”  a 
sample  template  of  the  group 
performance  report,  we  responded  to 
questions  and  followed  up  with  an 
aggregation  of  questions/issues  raised  by 
groups  and  corresponding  answers  and 
explanations  from  CMS.  These  reports 
represent  the  first  time  performance  on 
a  wide-range  of  quality  and  cost 
measures  can  be  viewed  in  the  same 
report  for  Mediceu’e  beneficiaries  in 
large  group  practices  across  the  country. 

After  the  March  2012  dissemination 
of  individual  reports,  we  conducted 
National  Provider  Calls  on  April  3,  2012 


and  April  5,  2012  at  which  time  we 
reported  some  initial  observations, 
reviewed  a  report  template  page  by 
page,  and  answered  questions  from  the 
call  participants.  On  May  8,  2012  and 
June  4,  2012,  we  held  another  call  in 
conjunction  with  the  MAC,  WPS,  to 
obtain  targeted  feedback  on  the  feedback 
reports  and  how  they  could  be 
improved  and  made  more  useful.  We 
view  the  physician  feedback  reports  as 
a  way  to  test  various  methods  of 
analyzing  and  displaying  comparative 
performance  information  and 
previewing  methods  that  will  be  further 
developed  for  use  in  the  value-based 
payment  modifier.  In  addition,  we  have 
responded  to  over  50  requests  for  more 
information  from  the  Help  Desk  we 
established  for  the  program. 

(d.)  Future  Plans  for  the  Physician 
Feedback  Reports 

In  the  fall  of  2012,  we  plan  to 
disseminate  Physician  Feedback  reports 
to  all  physicians  in  nine  states 
(California,  Iowa,  Illinois,  Kansas, 
Michigan,  Minnesota,  Missouri, 
Nebraska,  and  Wisconsin)  based  on 
2011  data.  These  reports  will  contain 
the  PQRS  measures  that  physicians  in 
these  states  submitted  via  enhanced 
claims,  as  well  as  information  on  28 
administrative  claims  measures 
included  in  the  2010  reports.  We  also 
will  produce  and  disseminate  Physician 
Feedback  reports  to  the  groups  of 
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physicians  that  reported  measures 
through  the  PQRS  GPRO  web  interface 
in  2011.  We  have  adjusted  and 
improved  the  content  and  organization 
of  the  Physician  Feedback  reports  that 
we  plan  to  produce  later  this  year  based 
on  the  comments  we  received  from  the 
Program  Year  2010  report  recipients.  We 
plan  to  increase  our  outreach  efforts  to 
encourage  physicians  to  view  their 
reports,  to  begin  to  understand  the 
methodologies  we  have  proposed  for  the 
value-based  payment  modifier  and  that, 
are  included  in  the  2011  reports,  and  to 
provide  suggestions  on  how  we  can 
make  these  reports  more  meaningful 
and  actionable  in  the  future. 

In  the  fall  of  2013,  we  plan  to  produce 
and  disseminate  Physician  Feedback 
reports  at  the  TIN  level  to  all  groups  of 
physicians  with  25  or  more  eligible 
professionals  and  to  individual 
physicians  that  satisfactorily  reported 
measures  through  PQRS  in  2012  using 
any  of  the  PQRS  reporting  mechanisms. 
These  reports  will  include  a  “first  look” 
at  the  methodologies  that  we  are 
proposing  in  this  rule  for  the  value- 
based  payment  modifier. 

In  addition,  section  1848(n)  of  the  Act 
requires  that  we  use  the  episode-based 
costs  in  the  Physician  Feedback  reports 
beginning  in  2013  for  the  reports  based 
on  2012  data.  As  discussed  above  in 
relation  to  the  value-based  payment 
modifier,  we  plan  to  include  episode- 
based  cost  measures  for  several  episode 
types  in  these  Physician  Feedback 
reports.  In  addition,  we  plan  to  consider 
adjusting  the  format  and  organization  of 
the  reports,  to  the  extent  practicable,  to 
address  the  best  practices  outlined  in 
the  AMA’s  Guidelines  for  Reporting 
Physician  Data.  We  believe  that  this 
dissemination  plan  satisfies  our 
obligations  under  the  section 
1848(p)(4)(B)(ii){II)  of  the  Act  to  provide 
information  to  physicians  and  groups  of 
physicians  about  the  quality  of  care 
furnished  to  Medicare  FFS  beneficiaries. 

In  the  fall  of  2014,  we  plan  to 
disseminate  Physician  Feedback  reports 
based  on  2013  data  that  show  the 
aniount  of  the  value-based  payment 
modifier  and  the  basis  for  its 
determination.  We  plan  to  provide  these 
reports  to  all  groups  of  physicians  (at 
the  TIN  level)  witb  25  or  more  eligible 
professionals.  We  are  examining 
whether  we  can  provide  reports  to 
groups  of  physicians  with  fewer  than  25 
eligible  professionals  and  to  individual 
level  reports  as  well.  These  reports  will 
contain,  among  othe^  things, 
performance  on  the  quality  and  cost 
measures  used  to  score  the  composites 
and  the  value-based  payment  modifier 
amount.  As  discussed  above,  we 
anticipate  providing  an  opportunity  for 


review  and  correction  as  outlined  in  our 
value-based  payment  modifier  proposals 
above. 

L.  Medicare  Coverage  of  Hepatitis  B 
Vaccine 

1.  Modification  of  High  Risk  Groups 
Eligible  for  Medicare  Part  B  Coverage  of 
Hepatitis  B  Vaccine 

a.  Background  and  Statutory 
Authority — Medicare  Part  B  Coverage  of 
Hepatitis  B  Vaccine 

Section  1861(s){10)(B)  of  the  Act 
authorizes  Medicare  Part  B  coverage  of 
hepatitis  B  vaccine  and  its 
administration  if  furnished  to  an 
individual  who  is  at  high  or 
intermediate  risk  of  contracting 
hepatitis  B.  High  and  intermediate  risk 
groups  are  defined  in  regulations  at 
§410.63. 

On  December  23,  2011,  the  United 
States  Centers  for  Disease  Control  and 
Prevention  (CDC)  published  a  Morbidity 
and  Mortality  Weekly  Report,  which 
included  an  article  entitled  “Use  of 
Hepatitis  B  Vaccination  for  Adults  with 
Diabetes  Mellitus:  Recommendations  of 
the  Advisory  Committee  on 
Immunization  Practices  (ACIP).”  The 
article  stated  that  “In  the  United  States, 
since  1996,  a  total  of  29  outbreaks  of 
HBV  [Hepatitis  B  virus]  infection  in  one 
or  multiple  long-term  care  (LTC) 
facilities,  including  nursing  homes  and 
assisted-living  facilities,  were  reported 
to  CDC;  of  these,  25  involved  adults 
with  diabetes  receiving  assisted  blood  , 
glucose  monitoring.  These  outbreaks 
prompted  the  Hepatitis  Vaccines  Work 
Group  of  the  Advisory  Committee  on 
Immunization  Practices  (ACIP)  to 
evaluate  the  risk  for  HBV  infection 
among  all  adults  with  diagnosed 
diabetes.” 

“HBV  is  highly  infectious  and 
environmentally  stable;  HBV  can  be 
transmitted  by  medical  equipment  that 
is  contaminated  with  blood  that  is  not 
visible  to  the  unaided  eye.  Percutaneous 
exposures  to  HBV  occur  as  a  result  of 
assisted  monitoring  of  blood  glucose 
and  other  procedures  involving 
instruments  or  parenteral  treatments 
shared  between  persons.  Lapses  in 
infection  control  during  assisted  blood 
glucose  monitoring  that  have  led  to  HBV 
transmission  include  multipatient  use  of 
finger  stick  devices  designed  for  single¬ 
patient  use  and  inadequate  disinfection 
and  cleaning  of  blood  glucose  monitors 
between  patients.  Breaches  have  been 
documented  in  various  settings, 
including  LTC  facilities,  hospitals, 
community  health  centers,  ambulatory 
surgical  centers,  private  offices,  homes, 
and  health  fairs.”  Additionedly,  in 
analyses  of  persons  without  hepatitis  B- 


related  risk  behaviors  (that  is,  injection- 
drug  use,  male  sex  with  a  male,  and  sex 
with  multiple  partners),  persons  aged  23 
through  59  years  with  diabetes  had  2.1 
times  the  odds  of  developing  acute 
hepatitis  B  as  those  without  diabetes; 
and  the  odds  for  hepatitis  B  infection 
were  1.5  times  as  likely  for  persons  aged 
60  and  older.  (MMWR,  December  23, 
2011). 

Based  on  the  Hepatitis  Vaccines  Work 
Group  findings,  ACIP  recommended 
that: 

•  Hepatitis  B  vaccination  should  be 
administered  to  unvaccinated  adults 
with  diabetes  mellitus  who  are  aged  19 
through  59  years. 

•  Hepatitis  B  vaccination  may  be 
administered  at  the  discretion  of  the 
treating  clinician  to  unvaccinated  adults 
with  diabetes  mellitus  who  are  aged  60 
years  and  older. 

b.  Implementation 

Based  on  the  ACIP  recommendations, 
we  propose  to  modify  §  410.63(a)(1), 
High  Risk  Groups,  by  adding  new 
paragraph  “(viii)  persons  diagnosed 
with  diabetes  mellitus.”  Since  HBV  can 
be  transmitted  by  medical  equipment 
(that  is,  finger  stick  devices  and  blood 
glucose  monitors)  that  is  contaminated 
with  blood  that  is  not  visible  to  the 
unaided  eye,  we  believe  that  pei;gons 
diagnosed  with  diabetes  mellitus  should 
be  added  the  high  risk  group.  Since 
lapses  in  infection  control  have  been 
reported  in  both  community  and  facility 
settings,  the  increased  risk  of 
contracting  HBV  is  not  limited  to  the 
facility  setting.  We  believe  that 
expanding  coverage  of  Hepatitis  B 
vaccinations  and  administration  to 
those  diagnosed  with  diabptes  mellitus 
is  supported  by  the  findings  and 
evidence  reviewed  by  the  Hepatitis 
Vaccines  Work  Group  and  the  ACIP 
recommendations.  Hepatitis  B 
vaccination  is  a  preventive  measure  that 
needs  to  occur  before  exposure.  It  is 
difficult  to  predict  which  diabetics  will 
eventually  be  exposed  in  the 
circumstances  that  we  discussed  above. 
Therefore,  we  are  proposing  to  expand 
coverage  for  hepatitis  B  vaccine  and  its 
administration  to  all  individuals 
diagnosed  with  diabetes  mellitus,  not 
just  those  individuals  with  diabetes  that 
are  receiving  glucose  monitoring  in 
facilities,  for  example,  in  nursing 
homes. 
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M.  Updating  Existing  Standards  for  E- 
Prescribing  Under  Medicare  Part  D  and 
Lifting  the  LTC  Exemption 

1.  Background 

a.  Legislative  History 

Section  101  of  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003  (MMA)  (Pub. 
L.  108-173)  amended  title  XVIII  of  the 
Social  Security  Act  (the  Act)  to  establish 
a  voluntary  prescription  drug  benefit 
program  at  section  1860D-4(e)  of  the 
Social  Security  Act.  Among  other 
things,  these  provisions  required  the 
adoption  of  Part  D  e-prescribing 
standards.  Prescription  Drug  Plan  (PDP) 
sponsors  and  Medicare  Advantage  (MA) 
organizations  offering  Medicare 
Advantage-Prescription  Drug  Plans 
(MA-PD)  are  required  to  establish 
electronic  prescription  drug  programs 
that  comply  with  the  e-prescribing 
stemdards  that  are  adopted  under  this 
authority.  There  is  no  requirement  that 
prescribers  or  dispensers  implement  e- 
prescribing.  However,  prescribers  and 
dispensers  who  electronically  transmit 
prescription  and  certain  other 
information  for  covered  drugs 
prescribed  for  Medicare  Part  D  eligible 
beneficiaries,  directly  or  through  an 
intermediaiy',  are  required  to  comply 
with  any  applicable  standards  that  are 
in  effect. 

For  a  further  discussion  of  the 
statutory  basis  for  this  proposed  rule 
and  the  statutory  requirements  at 
section  1860D-4(e)  of  the  Act,  please 
refer  to  section  I.  (Background)  of  the  E- 
Prescribing  and  the  Prescription  Drug 
Program  proposed  rule,  published 
February  4,  2005  (70  FR  6256). 

b.  Regulatoiy'  History 

(1)  Foundation  and  Final  Standards 

(a)  Adopting  and  updating: 

CMS  utilized  several  rounds  of 
rulemaking  to  adopt  standards  for  the  e- 
prescribing  program.  Its  first  rule,  which 
was  published  on  November  7,  2005  (70 
FR  67568),  adopted  three  standards  that 
were  collectively  referred  to  as  the 
“foundation”  standards.  One  of  these 
standards,  the  National  Council  for 
Prescription  Drug  Programs  (NCPDP) 
SCRIPT  Standard,  Implementation 
Guide,  Version  5,  Release  0  (Version 
5.0),  May  12,  2004  (excluding  the 
Prescription  Fill  Status  Notification 
Transaction  and  its  three  business  cases; 
Prescription  Fill  Status  Notification 
Transaction — Filled,  Prescription  Fill 
Status  Notification  Transaction — Not 
Filled,  and  Prescription  Fill  Status 
Notification  Transaction. — Partial  Fill), 
hereafter  referred  to  as  the  NCPDP 
SCRIPT  5.0,  is  th^  subject  of  several  of 


the  proposals  in  this  rule.  CMS  issued 
a  subsequent  rule  on  April  7,  2008  (73 
FR  18918)  that  adopted  additional 
standards  which  are  referred  to  as 
“final”  standards.  One  of  these 
standards,  version  1.0  of  the  NCPDP 
Formulary  and  Benefit  standard. 
Implementation  Guide,  Version  1, 
Release  0,  hereafter  referred  to  as  the 
NCPDP  Formulary  and  Benefit  1.0)  is 
also  one  of  the  subjects  of  this  proposed 
rule.  Please  see  the  “Initial  Standards 
Versus  Final  Standards”  discussion  at 
70  FR  67568  in  the  Noveniber  7,  2005 
rule  for  a  more  detailed  discussion 
about  “foundation”  and  “final” 
standards. 

(b)  Exemption  From  the  NCPDP  SCRIPT 
Standard  in  Long  Term  Care  Settings 
(LTC) 

While  prescribers  and  dispensers  who 
electronically  transmit  prescription  and 
certain  other  information  for  covered 
drugs  prescribed  for  Medicare  Part  D 
eligible  beneficiaries,  directly  or 
through  an  intermediary,  are  generally 
required  to  comply  with  any  applicable 
standards  that  are  in  effect  at  the  time 
of  their  transmission,  the  early  versions 
of  the  NCPDP  SCRIPT  standard  did  not 
support  the  complexities  of  the 
prescribing  process  for  patients  in  long 
term  care  facilities  where  the 
prescribing  process  involves  not  only  a 
prescriber  and  a  pharmacy,  but  also  a 
facility  and  its  staff.  As  such,  we 
exempted  such  entities  from  use  of  the 
NCPDP  SCRIPT  standard.  That 
exemption,  currently  found  at 
§  423.160(a)(3)(iv),  provides  an 
exemption  for  entities  transmitting 
prescriptions  or  prescription-related 
information  where  the  prescriber  is 
required  by  law’  to  issue  a  prescription 
for  a  patient  to  a  non-prescribing 
provider  (such  as  a  nursing  facility)  that 
in  turn  forwards  the  prescription  to  a 
dispenser. 

For  a  more  detailed  discussion,  see 
the  November  7,  2005  final  rule  (70  FR 
67583). 

(2)  Updating  e-Prescribing  Standards 

Transaction  standards  are  periodically 
updated  to  take  new  knowledge, 
technology  and  other  considerations 
into  account.  As  CMS  adopted  specific 
versions  of  the  standards  when  it 
adopted  the  foundation  and  final  e- 
prescribing  standards,  there  was  a  need 
to  establish  a  process  by  which  the 
standards  could  be  updated  or  replaced 
over  time  to  ensure  that  the  standards 
did  not  hold  back  progress  in  the 
industry.  CMS  discussed  these 
processes  in  its  November  7,  2005  final 
rule  (70  FR  67579). 


The  discussion  noted  that  the 
rulemaking  process  will  generally  be 
used  to  retire,  replace  or  adopt  a  new  e- 
prescribing  standard,  but  it  also 
provided  for  a  simplified  “updating 
process”  when  a  standard  could  be 
updated  with  a  newer  “backward- 
compatible”  version  of  the  adopted 
standard.  In  instances  in  which  the  user 
of  the  later  version  can  accommodate 
users  of  the  earlier  version  of  the 
adopted  standard  without  modification, 
however,  it  noted  that  notice  and 
comment  rulemaking  could  be  waived, 
in  which  case  the  use  of  either  the  new 
or  old  version  of  the  adopted  standard 
would  be  considered  compliant  upon 
the  effective  date  of  the  newer  version’s 
incorporation  by  reference  in  the 
Federal  Register.  CMS  utilized  this 
streamlined  process  when  it  published 
an  interim  final  rule  with  comment  on 
June  23,  2006  (71  FR  36020).  That  rule 
recognized  NCPDP  SCRIPT  8.1  as  a 
backward  compatible  update  to  the 
NCPDP  SCRIPT  5.0,  thereby  allowing 
for  use  of  either  of  the  two  versions  in 
the  Part  D  program.  Then,  on  April  7, 
2008,  CMS  used  notice  and  comment 
rulemaking  (73  FR  18918)  to  finalize  the 
identification  of  the  NCPDP  SCRIPT  8.1 
as  a  backward  compatible  update  of  tbe 
NCPDP  SCRIPT  5.0,  and,  effective^pril 

1,  2009,  retire  NCPDP  SCRIPT  5.0  and 
adopt  NCPDP  SCRIPT  8.1  as  the  official 
Part  D  e-prescribing  standard.  Finally, 
on  July  1,  2010,  CMS  utilized  the 
streamlined  process  to  recognize  NCPDP 
SCRIPT  10.6  as  a  backward  compatible 
update  of  NCPDP  SCRIPT  8.1  in  an 
interim  final  rule  (75  FR  38026). 

In  contrast  to  the  extensive  updating 
that  was  done  to  the  NCPDP  SCRIPT 
standard  in  the  Part  D  e-prescribing 
program,  the  original  NCPDP  Formulary 
and  Benefit  1.0  is  still  in  place  as  the 
official  Part  D  e-prescribing  standard. 

2.  Proposals  for  Calendar  Year  2013 

a.  Proposed  Finalization  of  NCPDP 
SCRIPT  10.6  as  a  Backward  Compatible 
Version  of  NCPDP  SCRIPT  8.1, 
Retirement  of  NCPDP  SCRIPT  8.1  and 
Adoption  of  NCPDP  SCRIPT  10.6  as  the 
Official  Part  D  E-Prescribing  Standard 

As  described  in  greater  detail  below, 
we  propose  to  finalize  our  recognition  of 
NCPDP  SCRIPT  10.6  as  a  backward 
compatible  version  of  the  official  Part  D 
e-prescribing  standard  NCPDP  SCRIPT 
8.1,  effective  from  the  effective  date  of 
the  final  rule  through  October  31,  2013, 
but,  in  response  to  the  comments  that 
were  received  to  the  interim  final  rule 
with  comment,  we  also  propose  to  retire 
NCPDP  SCRIPT  8.1  effective  October  31, 
2013,  and  we  propose  to  adopt  NCPDP 
SCRIPT  10.6  as  the  official  Part  D  e- 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


45023 


prescribing  standard  effective  November 
1,  2013. 

On  July  1,  2010,  we  published  an 
interim  final  rule  with  comment  (75  FR 
38026)  which  named  NCPDP  SCRIPT 
10.6  as  a  backward  compatible  update  to 
NCPDP  SCRIPT  8.1.  We  received  7 
timely  public  comments  on  this  interim 
final  rule  with  comment.  The  comments 
came  from  a  standards  setting 
organization,  two  national  industry 
associations,  two  healthcare 
organizations  and,  two  health 
information  intermediaries.  All 
commenters  supported  the  voluntary 
use  of  NCPDP  SCRIPT  version  10.6  as  a 
backward  compatible  version  of  the 
adopted  NCPDP  SCRIPT  8.1  standard. 
Five  of  the  commenters  recommended 
that  Version  10.6  be  adopted  as  the 
official  standard  for  the  Medicare  Part  D 
e-Prescribing  Program  with  a  time  frame 
of  full  implementation  of  January  1, 
2013.  One  commenter  recommended 
that  CMS  adopt  version  10.6  as  the 
official  Part  D  e-prescribing  standard, 
and  retire  version  8.1,  but  did  not 
suggest  a  date  by  which  that  should 
happen.  Another  commenter 
recommended  that  CMS  adopt  version 
10.6  as  early  as  January  1,  2012.  All 
commenters  agreed  that  version  8.1 
should  be  retired  when  version  10.6  was 
adopted. 

As  we  discussed  in  the  July  1,  2010 
interim  final  rule  with  comment  (75  FR 
38026)  NCPDP-SCRIPT  10.6  has  a 
number  of  new  functionalities  that,  if 
users  elect  to  use  them  will  mesh  with 
their  use  of  the  adopted  NCPDP  SCRIPT 
8.1,  which  was  adopted  in  the  April  7, 
2008  e-prescribing  final  rule  (73  FR 
18918).  These  new  functions  would 
allow  users  drug  NDC  source 
information,  pharmacy  prescription  fill 
numbers  and  date  of  sale  information 
that  could  then  be  used  in  a  medication 
bistory  response.  These  added 
functionalities  would  therefore  be 
expected  to  facilitate  better  record 
matching,  the  identification  and 
elimination  of  duplicate  records,  and 
the  provision  of  richer  information  to 
the  prescriber  between  willing  trading 
partners.  We  therefore  agree  with 
commenters  that  NCPDP  SCRIPT  10.6 
would  be  appropriate  as  an  official 
standard  for  the  Medicare  Part  D  e- 
Prescribing  Program.  At  the  time  of  this 
rule’s  drafting,  however,  the  suggested 
dates  for  the  adoption  of  SCRIPT 
Version  10.6  as  the  official  Part  D  e- 
prescribing  standard  and  the  retirement 
of  NCPDP  SCRIPT  8.1  have  either 
passed  or  are  too  near  in  the  future  to 
be  a  reasonable  implementation  date. 
Furthermore,  since  the  time  of  these 
comments,  industry  stakeholders  have 
worked  with  NCPDP,  a  standards 


development  organization,  and  reached 
out- to  CMS  with  additional  suggestions 
for  appropriate  implementation  dates  in 
light  of  the  current  state  of  the  standards 
development  process.  Stakeholders 
working  though  NCPDP  currently 
recommend  retiring  NCPDP  SCRIPT  8.1 
on  October  31,  2013  emd  adoption  of 
NCPDP  Script  10.6  as  the  official  Part  D 
e-prescribing  standard  on  November  1, 
2013.  We  believe  that  this  is  a  realistic 
timetable  to  retire  NCPDP  SCRIPT  8.1 
and  the  adopt  NCPDP  SCRIPT  10.6  as 
the  official  Part  D  e-prescribing  standard 
on  the  dates  described. 

As  such,  we  propose  to  revise 
§  423.160(b)(2)(ii)  so  as  to  limit  its 
application  to  transactions  on  or  before 
October  31,  2013  and  add  a  new 
§  423.160(b)(2)(iii)  to  require  that,  as  of 
November  1,  2013,  providers  and 
dispensers  use  NCPDP  SCRIPT  10.6  for 
the  following  electronic  transactions 
that  convey  prescription  or  prescription 
related  information: 

•  Get  message  transaction. 

•  Status  response  transaction. 

•  Error  response  transaction. 

•  New  prescription  transaction. 

•  Prescription  change  request 
transaction. 

•  Prescription  change  response 
transaction. 

•  Refill  prescription  request 
transaction. 

•  Refill  prescription  response 
transaction. 

•  Verification  transaction. 

•  Password  change  transaction. 

•  Cancel  prescription  request 
transaction. 

•  Cancel  prescription  response 
transaction. 

•  Fill  status  notification. 

Furthermore,  we  propose  to  amend 

§  423.160(b)(1)  by  adding  a  new 
423.160(b)(l)(iii)  to  amend  the 
information  about  wbicb  subsequent 
requirements  in  the  section  are 
applicable  to  which  timeframes  and 
amend  §  423.160(b)(l)(ii)  to  limit  its 
application  to  transactions  on  or  before 
October  31,  2013. 

As  considerable  time  has  passed  since 
we  solicited  comments  on  the 
retirement  of  NCPDP  SCRIPT  8.1,  we  are 
soliciting  additional  comments 
regarding  the  retirement  of  version  8.1 
on  October  31,  2013.  We  also  are 
soliciting  comments  on  the  adoption  of 
Version  10.6  as  the  official  Part  D  e- 
prescribing  standard  for  the  e- 
prescribing  functions  that  will  be 
outlined  in  §423.160(b)(l)(iii)  and 
(b)(2)(iii),  effective  November  1,  2013. 


b.  Proposed  Recognition  of  NCPDP 
Formulary  and  Benefit  Standard  3.0  as 
a  Backward  Compatible  Version  of  the  . 
NCPDP  Formulary  and  Benefit  Standard 
1.0,  Proposed  Retirement  of  NCPDP 
Formulary  and  Benefit  Standard  1.0  and 
Proposed  Adoption  of  NCPDP 
Formulary  and  Benefit  Standard  3.0 

Formulary  and  Benefits  standards 
provide  a  uniform  means  for  pharmacy 
benefit  payers  (including  health  plans 
and  PBMs)  to  communicate  a  range  of 
formulary  and  benefit  information  to 
prescribers  via  point-of-care  (POC) 
systems.  These  include: 

•  General  formulary  data  (for 
example,  therapeutic  classes  and 
subclasses); 

•  Formulary  status  of  individual 
drugs  (that  is,  which  drugs  are  covered); 

•  Preferred  alternatives  (including 
any  coverage  restrictions,  such  as 
quantity  limits  and  need  for  prior 
authorization);  and 

•  Copayment  (the  copayments  for  one 
drug  option  versus  another). 

The  NCPDP  Formulary  and  Benefits 
Standard  1.0  enables  the  prescriber  to 
consider  this  information  during  the 
prescribing  process,  and  make  the  most 
appropriate  drug  choice  without 
extensive  back-and-forth  administrative 
activities  with  the  pharmacy  or  the 
health  plan. 

As  discussed  above,  the  November  7, 
2005  final  rule  (70  FR  67579) 
established  the  process  of  updating  an 
official  Part  D  e-prescribing  standard 
with  the  recognition  of  “backward- 
compatible”  versions  of  the  official 
standard  in  instances  in  which  the  user 
of  the  later  version  can  accommodate 
users  of  the  earlier  version  of  the 
adopted  standard  without  modification. 
In  these  instances,  notice  and  comment 
rulemaking  could  be  waived,  and  use  of 
either  the  new  or  old  version  of  the 
adopted  standard  would  be  considered 
compliant  with  the  adopted  standard 
upon  the  effective  date  of  the  newer 
version’s  incorporation  by  reference  in 
the  Federal  Register.  This  “Backward 
Compatible”  version  updating  process 
allows  for  tbe  standards’  updating/ 
maintenance  to  correct  technical  errors, 
eliminate  technical  inconsistencies,  and 
add  optional  functions  that  provide 
optional  enhancements  to  the  specified 
e-prescribing  transaction  standard. 

Since  tbe  adoption  of  the  NCPDP 
Formulary  and  Benefits  1.0  standard  in 
the  Part  D  e-prescribing  program, 

NCPDP  bas  updated  its  Formulary  and 
Benefits  standard.  Changes  were  based 
upon  industry  feedback  and  business 
needs  and  ranged  in  complexity  from 
creating  whole  new  fields  or  lists  within 
the  standard  to  simply  changing  a 
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particular  field  designation  from 
mandatory  to  optional.  Each  time  a 
change  is  made  to  a  standard  it  is  given 
a  new  version  number.  The  current 
version  of  the  Formulary  and  Benefits 
standard  is  version  3.0. 

One  of  the  major  improvements 
between  version  1.0  and  3.0  involved 
the  addition  of  Text  message  support  for 
“Coverage  and  Copay  Information,”  the 
addition  of  the  “Text  Message  Type 
(A46-1S)”  field  and  the  addition  of 
“Optional  Prior  Authorization  Lists.” 
Theses  list  were  added  for  use  in 
conveying  prior  authorization 
requirements. 

Other  improvements  included 
conversion  of  certain  elements  ft'om 
optional  to  mandatory.  Version  3.0  also 
provides  for  “Formulary  Status  List 
Headers,”  which  are  fields  that  allow 
the  sender  to  specify  a  default  formulary 
status  for  non-listed  drugs.  Subsequent 
versions  also  allowed  for  the  omission 
of  “Formulary  Status  Detail”  records 
when  the  non-listed  formulary  policies 
are  used  exclusively  to  convey  the 
status  of  a  drug  on  a  formulary. 

Changes  to  a  standard  may  also 
involve  removing  fields  that  are  not 
widely  used  in  industry.  The  removed 
fields  are  often  replaced  by  new  fields 
that  better  serve  the  business  needs  of 
the  industry.  For  example,  the  following 
items  have  been  removed  through  the 
various  updates  that  led  up  to  version 
3.0;  “Classification  List”  and  references 
to  it  (such  as  Drug  Classification 
Information),  “Coverage  Information 
Detail — Medical  Necessity  (MN),” 
“Coverage  Information  Detail — Resource 
Link — Summary  Level  (RS),”  and  the 
Classification  ID  in  the  Cross  Reference 
Detail. 

In  place  of  these  deleted  fields,  the 
following  fields  were  added  or  amended 
to  ultimately  result  in  Version  3.0:  The 
“Formulary  Status  existing  value  2” 
field  was  changed  to  “On  Formulary/ 
Non-Preferred,”  The  following  has  been 
clarified  from  ”  The  file  load  also 
enables  payers  to  specify  a  single 
coverage-related  text  message  for  each 
drug”  field  was  changed  to  “A  payer 
may  send  multiple  quantity  limits,  step 
medications,  text  messages  and  resource 
links  for  the  same  drug.” 

We  have  reviewed  Version  3.0,  and 
based  on  our  findings,  we  have 
determined  that  Formulary  and  Benefits 
3.0  maintains  full  functionality  of  the 
official  adopted  Part  D 
e-prescribing  standard  Formulary  and 
Benefits  1.0,  and  would  permit  the 
successful  communication  of  the 
applicable  transaction  with  entities  that 
continue  to  use  Version  1.0. 

While  we  would  usually  use  the 
“backward  compatible”  waiver  of  notice 


and  comment  procedures  that  are 
described  above  to  recognize  Version 
3.0  as  a  backward  compatible  version  of 
the  officially  adopted  Version  1.0,  this 
would  have  to  be  done  in  an  interim 
final  rule  with  comment.  As  we  cannot 
combine  proposals  and  elements  of  a 
final  rule  in  one  rule,  we  are  electing 
this  one  time  to  formally  propose 
recognizing  a  subsequent  standard  as  a 
backward  compatible  version  of  an 
adopted  standard  through  full  notice 
and  comment  rulemaking  in  order  to 
av'oid  having  to  publish  two  rules 
contemporaneously.  We  therefore 
propose  to  recognize  the  use  of  either 
Version  1.0  or  3.0  as  compliant  with  the 
adopted  Version  1.0  effective  60  days 
after  the  publication  of  a  final  rule. 

As  noted  above,  according  to  the 
November  7,  2005  final  rule  (70  FR 
67580),  entities  that  voluntarily  adopt 
later  versions  of  standards  that  are 
recognized  as  backward  compatible 
versions  of  the  official  Part  D  e- 
prescribing  standard  must  still 
accommodate  the  earlier  official  Part  D 
e-prescribing  standard  without 
modification.  Therefore,  as  we  are  using 
full  notice  and  comment  in  place  of  the 
backward  compatible  methodology  in 
this  one  instance,  we  also  propose  to 
require  users  of  3.0  to  support  users 
who  are  still  using  Version  1.0  until 
such  time  as  Version  1.0  is  officially 
retired  as  a  Part  D  e-prescribing 
standard  and  Version  3.0  is  adopted  as 
the  official  Part  D  e-prescribing 
standard. 

To  effectuate  these  proposals,  we  also 
propose  to  revise  §  423.160(b)(5)  by 
placing  the  existing  material  in  a  new 
subsection  (b)(5)(i),  and  creating  a 
second  new  subsection  ((b)(5)(ii))  to 
reflect  the  use  of  Version  3.0.  as  a 
backward  compatible  version  of  the 
official  Part  D  e-prescribing  standard  [i 
from  60  days  from  the  publishing  of  the 
final  rule  through  October  31,  2013  We 
seek  comment  on  this  proposal  as  well. 

We  also  seek  comment  on  timing  and 
when  to  retire  Version  1.0  as  the  official 
Part  D  e-prescribing  standard,  and  the 
proposal  to  adopt  Formulary  and 
Benefit  Version  3.0.  as  the  official  Part 
D  e-prescribing  standard. 

c.  Proposed  Elimination  of  the 
Exemption  for  Non-Prescribing 
Providers  (Long  Term  Care) 

In  our  November  16,  2007  proposed 
rule  (72  FR  64902-64906),  we  discussed 
the  inability  of  NCPDP  SCRIPT  versions 
5.0  and  8.1  to  support  the  workflows 
and  legal  responsibilities  in  the  long¬ 
term  care  setting,  that  is,  entities 
transmitting  prescriptions  or 
prescription-related  information  where 
the  prescriber  is  required  by  law  to  issue 


a  prescription  for  a  patient  to  a  non¬ 
prescribing  provider  (such  as  a  nursing 
facility)  that  in  turn  forwards  the 
prescription  to  a  dispenser  (“three-way 
prescribing  communications”  between 
facility,  physician,  and  pharmacy).  As 
such,  such  entities  were  provided  with 
an  exemption  from  the  requirement  to 
use  the  NCPDP  SCRIPT  standard  in 
transmitting  such  prescriptions  or 
prescription-related  information.  On 
July  1,  2010  we  published  an  IFC  (75  FR 
38029)  in  which  we  conveyed  that  we 
would  consider  removing  the  LTC 
exemption  when  there  was  an  NCPDP 
SCRIPT  standard  that  could  address  the 
unique  needs  of  long-term  care  settings. 
We  noted  that  NCPDP  SCRIPT  Version 
10.6  was  available,  and  that  we  believed 
that  it  addressed  the  concerns  of  the 
LTC  industry  regarding  their  ability  to 
successfully  support  their  workflows 
when  e-prescribing.  We  solicited 
comments  on  the  impact  and  timing  of 
adopting  version  10.6  as  the  official  Part 
D  e-prescribing  standard  and  the 
removal  of  the  long-term  cafe  facility 
exemption  from  the  NCPDP  SCIPT 
standard. 

LTC  enhancements  were  first  made  to 
the  NCPDP  SCRIPT  version  10.2,  and 
were  subsequently  further  enhanced  in 
subsequent  versions  of  the  SCRIPT 
Standard. 

In  a  July  1,  2009  recommendation 
letter  to  the  Secretary,  [http:// 
\v\vw.ncvhs.hhs.gov/090701  It. pdf) 
NCVHS  recommended  the  adoption  of 
Version  10.6,  the  retirement  of  Version 
8.1  and  the  lifting  of  the  current 
exemption  at  §423.160(a)(3)(iv)  from 
the  requirement  to  use  the  NCPDP 
SCRIPT  standard  for  providers  in  long¬ 
term  care  settings.  During  the  NCVHS 
testimony  that  preceded  the 
recommendation  letter,  members  of  the 
industry  testified  that  the  changes  that 
were  present  in  NCPDP  SCRIPT  10.6 
created  an  environment  where  long¬ 
term  care  (LTC)  facilities  could  carry  out 
e-prescribing  using  NCPDP  SCRIPT  10.6 
if  it  were  to  be  adopted  as  the  official 
Part  D  e-prescribing  standard.  More 
information  on  the  testimony  given  to, 
and  the  recommendations  given  by 
NCVHS,  can  be  found  at  the  NCVHS 
Web  site  http://www.ncvhs.hhs.gov/. 

We  considered  the  recommendations 
of  the  industry  and  NCVHS  and 
concluded  that  it  would  be  appropriate 
to  retire  Version  8.1,  adopt  Version  10.6 
and  eliminate  the  LTC  exemption  from 
the  NCPDP  SCRIPT  standard.  Since  the 
LTC  industry  currently  is  exempt  from 
the  requirement  to  use  the  NCPDP 
SCRIPT  Version  8.1  standard,  Medicare 
Part  D  e-prescribing  operators, 
providers,  and  vendors  have  been 
utilizing  proprietary  e-prescribing 
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solutions  and  interfaces  in  the  form  of 
electronic  medication  administration 
records  and  internet  communications, 
which  are  likely  not  interoperable.  As 
the  use  of  Part  D  e-prescribing  standards 
would  promote  our  administrative 
priorities  of  promoting  interoperability 
and  harmonization  among  IT  systems, 
we  therefore  propose  to  retire  Version 
8.1,  adopt  Version  10.6  and  eliminate 
the  current  exemption  at 
§423.160(a)(3)(iv)  for  entities 
transmitting  prescriptions  or 
prescription-related  information  where 
the  prescriber  is  required  by  law  to  issue 
a  prescription  for  a  patient  to  a  non¬ 
prescribing  provider  (such  as  a  nursing 
facility)  that  in  turn  forwards  the  ' 
prescription  to  a  dispenser. 

We  are  soliciting  comments  on  lifting 
the  Long  Term  Care  exemption,  effective 
November  1,  2013  in  conjunction  with 
the  effective  date  of  NCPDP  SCRIPT 
10.6.  We  solicit  comments  regarding  the 
impact  of  these  proposed  effective  dates 
on  industry  and  other  interested 
stakeholders,  and  whether  an  earlier  or 
later  effective  date  should  be  adopted. 

IV.  Technical  Corrections 

A.  Waiver  of  Deductible  for  Surgical 
Services  Furnished  on  the  Same  Date  as 
a  Planned  Screening  Colorectal  Cancer 
Test  and  Colorectal  Cancer  Screening 
Test  Definition 

Section  4104(c)  of  the  Affordable  Care 
Act  amended  section  1833(b)(1)  of  the 
Act  to  waive  the  Part  B  deductible  for 
colorectal  cancer  screening  tests  that 
become  diagnostic  in  the  course  of  the 
procedure  or  visit.  Specifically,  section 
1833(b)(1)  of  the  Act  waives  the 
deductible  for  colorectal  screening  tests 
regardless  of  the  code  that  is  billed  for 
the  establishment  of  a  diagnosis  as  a 
result  of  the  test,  or  the  removal  of 
tissue  or  other  matter  or  other  procedure 
that  is  furnished  in  connection  with,  as 
a  result  of,  and  in  the  same  clinical 
encounter  as  a  screening  test.  To 
implement  this  statutory  provision,  we 
proposed  that  “all  surgical  services 
furnished  on  the  same  date  as  a  planned 
screening  colonoscopy,  planned  flexible 
sigmoidoscopy,  or  barium  enema  be 
considered  to  be  furnished  in 
connection  with,  as  a  result  of,  and  in 
the  same  clinical  encounter  as  the 
screening  test.”  After  receiving  public 
comment,  this  proposal  was  finalized  in 
the  CY  2011  final  rule  with  comment 
period  (75  FR  73431).  However,  we 
neglected  to  amend  our  regulations  to 
reflect  this  policy. 

When  a  screening  test  becomes  a 
diagnostic  service,  practitioners  are  to 
append  a  modifier  to  the  diagnostic 
procedure  code  that  is  reported  instead 


of  the  HCPCS  code  for  screening 
colonoscopy  or  screening  flexible 
sigmoidoscopy  or  as  a  result  of  the 
barium  enema.  By  use  of  this  modifier, 
practitioners  signal  that  the  procedure 
meets  the  criteria  for  the  deductible  to 
be  waived. 

To  reflect  this  policy  in  our 
regulations,  we  propose  to  amend 
§410.160  Part  B  annual  deductible  to 
include  colorectal  screening  tests  that 
become  diagnostic  services  in  the  list  of 
services  for  which  the  deductible  does 
not  apply.  .Specifically,  we  propose  to 
add  a  new  §  410.160(b)(8)  to  read, 
“Beginning  January  1,  2011,  a  surgical 
service  furnished  on  the  same  date  as  a 
planned  colorectal  cancer  screening  test 
as  described  in  §410.37.” 

Section  103  of  the  BIPA  amended 
section  1861(pp)(l)(C)  of  the  Act  to 
permit  coverage  of  screening 
colonoscopies  for  individuals  not  at 
high  risk  for  colorectal  cancer  who  meet 
certain  requirements.  In  order  to 
conform  our  regulations  to  section 
1861(pp)(l)(C)  of  the  AcW  we  propose  to 
modify  §  410.37(a)(l)(iii)  to  define 
“Screening  colonoscopies”  by  removing 
the  phrase  “In  the  case  of  an  individual 
at  high  risk  for  colorectal  cancer”  from 
this  paragraph. 

We  also  propose  to  delete  paragraph 
(g)(lj  from  this  section  since  Medicare 
no  longer  receives  claims  for  dates  of 
service  between  January  1, 1998  and 
June  30,  2001,  making  this  paragraph 
obsolete.  We  also  propose  to  redesignate 
paragraphs  (g)(2)  through  (g)(4)  and 
make  technical  changes  to  newly 
redesignated  paragraph  (g)(1)  by 
replacing  the  reference  to  paragraph 
(g)(4)  with  a  reference  to  newly 
redesignated  paragraph  (g)(3). 

V.  Collection  of  Information 
Requirements 

Under  the  Paperwork  Reduction  Act 
of  1995,  we  are  required  to  provide  60- 
day  notice  in  the  Federal  Register  and 
solicit  public  comment  before  a 
collection  of  information  requirement  is 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
approval.  In  order  to  fairly  evaluate 
whether  an  information  collection 
should  be  approved  by  OMB,  section 
3506(c)(2)(A)  of  the  Paperwork 
Reduction  Act  of  1995  requires  that  we 
solicit  comment  on  the  following  issues; 

•  The  need  for  the  information 
collection  and  its  usefulness  in  carrying 
out  the  proper  functions  of  our  agency. 

•  The  accuracy  of  our  estimate  of  the 
information  collection  burden. 

•  The  quality,  utility,  and  clarity  of 
the  information  to  be  collected. 

•  Recommendations  to  minimize  the 
information  collection  burden  on  the 


affected  public,  including  automated 
collection  techniques. 

We  are  soliciting  public  comment  on 
each  of  these  issues  for  the  following 
sections  of  this  document  that  contain 
information  collection  requirements 
(ICRs): 

A.  ICRs  Regarding  Diagnostic  X-ray 
Tests,  Diagnostic  Laboratory  Tests,  and 
Other  Diagnostic  Tests:  Conditions 
(§410.32) 

Proposed  §410.32(d)(2)(i)  would 
require  that  the  physician  or  qualified 
nonphysician  practitioner  (as  defined  in 
§  410.32(a)(2))  who  orders  the  service 
maintain  documentation  of  medical 
necessity  in  the  beneficiary’s  medical 
record.  In  addition,  both  the  medical 
record  and  the  laboratory  requisition  (or 
order)  would  be  required  to  be  signed  by 
the  physician  or  qualified  nonphysician 
practitioner  who  orders  the  service.  The 
burden  associated  with  these 
requirements  would  he  the  time  and 
effort  necessary  for  a  physician  or 
qualified  nonphysician  practitioner  to 
sign  the  medical  record  or  laboratory 
requisition  (or  order).  There  would  also 
be  a  recordkeeping  requirement 
associated  with  maintaining  the 
documentation  of  medical  necessity  in 
the  beneficiary  medical  record.  While 
these  requirements  are  subject  to  the 
PRA,  we  believe  the  associated  burden 
is  exempt  from  the  PRA  in  accordance 
with  5  CFR  1320.3(b)(2).  We  believe  that 
the  time,  effort,  and  financial  resources 
necessary  to  comply  with  the 
aforementioned  information  collection 
requirements  would  be  incurred  by 
persons  in  the  normal  course  of  their 
activities  and  therefore  considered  to  be 
usual  and  customary  business  practices. 

B.  ICRs  Regarding  Durable  Medical 
Equipment  Scope  and  Conditions 
(§  410.38(g)) 

In  §  410.38(g),  we  would  require  (as  a 
condition  of  payment  for  certain 
covered  items  of  DME)  that  a  physician, 
must  have  documented  and 
communicated  to  the  DME  supplier  that 
the  physician  or  a  physician  assistant 
(PA),  a  nurse  practitioner  (NP),  or  a 
clinical  nurse  specialist  (CNS)  has  had 
a  face-to-face  encounter  with  the 
beneficiary  no  more  than  90  days  before 
the  order  is  written  or  within  30  days 
after  the  order  is  written. 

We  propose  that  when  the  face-to-face 
encounter  is  performed  by  a  physician, 
the  submission  of  the  pertinent 
portion(s)  of  the  beneficiary’s  medical 
record  (portions  containing  sufficient 
information  to  document  that  the  face- 
to-face  encounter  meets  our 
requirements)  would  be  considered 
sufficient  and  valid  documentation  of 
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the  face-to-face  encounter  when 
submitted  to  the  supplier  and  made 
available  to  CMS  or  its  agents  upon 
request.  While  we  believe  that  many  of 
the  practitioners  addressed  in  this 
proposed  rule  are  already  conducting  a 
needs  assessment  and  evaluating  or 
treating  the  beneficiary  for  conditions 
relevant  to  the  covered  item  of  DME, 
this  proposed  rule  may  require  some 
changes  in  their  procedures  to  ensure 
that  their  documentation  fulfills 
Medicare’s  regulatory  requirements. 
Suppliers  should  already  be  receiving 
written  orders  and  documentation  to 
support  the  appropriateness  of  certain 
items  of  DME. 

To  promote  the  authenticity  and 
comprehensiveness  of  the  written  order 
and  as  part  of  our  efforts  to  reduce  the 
risk  of  waste,  fraud,  and  abuse,  we 
propose  that  as  a  condition  of  payment 
a  written  order  must  include:  (1)  The 
beneficiaries’  name;  (2)  the  item  of  DME 
ordered;  (3)  prescribing  practitioner 


NPI;  (4)  the  signature  of  the  prescribing 
practitioner;  (5)  the  date  of  the  order; 

(6)  the  diagnosis;  and  (7)  necessary 
proper  usage  instructions,  as  applicable. 

In  order  to  determine  costs  associated 
with  the  impact  we  utilized  the  Bureau 
of  Labor  Statistics  mean  hourly  rates  for 
the  professional,  analyzed  for  the  year 
that  the  original  data  was  received.  The 
hourly  rate  for  a  physician,  including 
fringe  benefits  and  overhead  is 
estimated  at  $118  per  hour.  The  hourly 
rate,  including  fringe  benefits  and 
overhead,  for  a  NP,  PA,  CNS  is 
estimated  at  $55  per  hour.  The  hourly 
rate  for  administrative  assistant, 
including  firinge  benefits  and  overhead, 
is  estimated  at  $23  per  hour. 

Physicians  are  now  required  to 
document  the  face-to-face  encounter  if  it 
was  performed  by  a  PA,  NP,  or  CNS.  In 
order  to  allow  payment  for  this 
documentation,  a  G  code  is  established 
for  this  service.  There  are  approximately 
10  million  DME  users  and  it  was 


assumed  that  roughly  5  percent  of  face- 
to-face  encounters  are  actually 
performed  by  these  other  provider 
types,  thereby  requiring  documentation 
of  the  encounter.  Therefore,  it  was 
assumed  that  about  500,000  of  these 
documentation  services  would  be  billed. 
We  estimate  the  time  for  a  physician  to 
review  each  one  of  these  encounters  thai 
results  in  an  order  is  10  minutes. 
Therefore,  we  estimate  that  the 
physician  documentation  burden  to 
review  and  document  when  a  PA,  NP  or 
CNS  performed  the  face-to-face 
encounter  in  year  1  would  be  nearly 
83,333  hours  and  a  total  of  700,000 
million  hours  over  5  years.  The 
associated  cost  in  year  1  is  nearly  $9.8 
million  and  over  5  years  has  associated 
costs  of  nearly  $82.6  million  based  on 
the  growth  rate  of  the  Medicare 
population.  The  increase  is  slightly 
more  than  five-fold  because  the  number 
of  Medicare  beneficiaries  would 
increase  over  time. 


Table  78— Physician  Time  To  Document  Occurrence  of  a  Face-to-Face  Encounter 


- 1 

Year  1 

5  Years 

Number  of  claims  affected  . 

500,000 . 

4,200,000. 

Time  for  physician  review  of  each  claim . 

10  min . 

10  min. 

Total  Time . 

83,333  hours  . 

700,000  hours. 

Estimated  Total  Cost  (Hours  times  $118) . 

$9,833,333  . » . 

$82,600,000. 

We  assume  it  will  take  3  minutes  for 
a  PA,  NP,  or  CNS  to  prepare  the  medical 
record  for  the  review  of  the  face-to-face 
encounter.  For  the  500,000  orders  used 
in  the  previous  estimate,  this  creates  a  . 
total  of  25,000  hours  at  a  cost  of  about 


$1.4  million  in  year  1  and  nearly 
210,000  hours  over  5  years  at  a  cost  of 
nearly  $11.6  million  based  on  the 
growth  rate  of  the  Medicare  population. 
Though  consistent  with  previous 
estimates,  we  believe  that  using  a  PA, 


NP,  or  CNS  hourly  rate  creates  a  high 
burden  impact  estimate  since  most  of 
these  tasks  would  more  than  likely  be 
completed  by  administrative  personnel, 
We  welcome  comments  on  the 
appropriateness  of  these  estimates. 


Table  79— Physician  Assistant,  Nurse  Practitioner  or  Clinical  Nurse  Specialist  Time 


Year  1 

5  Years 

Number  of  claims  affected  . 

500,000  . 

4,200,000. 

Time  for  PAs,  NPs,  or  CNSs  to  gather  and  pro¬ 
vide  each  claim. 

3  min . 

3  min. 

Total  Time . 

25,000  hours  . 

210,000  hours. 

Estimated  total  Cost  (Hours  times  $55) . 

$1,375,000.00  . 

11,550,000. 

This  proposed  rule  would  create  only 
a  minimal  change  in  the  normal  course 
of  business  activities  in  regards  to 
recordkeeping.  Although  we  believe  the 
documentation  of  a  needs  assessment, 
evaluation,  and  or  treatment  of  a 
beneficiary  for  a  condition  relevant  to 
an  item  of  DME  is  a  common  practice, 
it  is  possible  that  some  practitioners 
may  not  be  documenting  the  results  of 
all  encounters;  and  therefore,  there  may 
be  additional  impact  for  some 
practitioners. 

This  regulation  requires  that  the 
supplier  have  access  to  the 


documentation  of  the  face-to-face 
encounter,  which  is  required  when  CMS 
conducts  an  audit.  CMS  already 
accounts  for  the  audit  burden  associated 
with  the  exchange  of  documentation  for 
claims  subject  to  prepayment  review 
(approved  under  OCN  0938-0969).  As  a 
business  practice  we  recognize  that 
some  suppliers  may  receive  the 
documentation  of  the  face-to-face  for  all 
applicable  claims,  voluntarily. 

We  believe  that  the  requirements 
expressed  in  this  proposed  rule  meet  the 
utility  and  clarity  standards.  We 
welcome  comment  on  this  assumption 


and  on  ways  to  minimize  the  burden  on 
affected  parties.  The  proposed 
recordkeeping  requirement  in 
§  410.38(g)(5)  and  the  requirement  to 
maintain  and  make  the  supplier’s  order/ 
additional  documentation  available  to 
CMS  upon  request  is  subject  to  the  PRA, 
but  we  believe  that  these  requirements 
are  usual  and  customary  business 
practices  as  defined  in  5  CFR 
1320.3(b)(2)  and,  therefore,  the 
associated  burden  is  exempt  from  the 
PRA. 
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C.  ICRs  Regarding  Physician  Quality 
Reporting  System — Definitions 

(§  414.90(b)) 

While  §  414.90(b)  contains 
information  collection  requirements 
regarding  the  input  process  and  the 
endorsement  of  consensus-based  quality 
measures,  this  rule  would  not  revise  any 
of  the  information  collection 
requirements  or  burden  estimates  that 
are  associated  with  those  provisions.  All 
of  the  requirements  and  burden 
estimates  are  currently  approved  by 
OMB  under  OCN  0938-1083,  and  are 
not  subject  to  additional  OMB  review 
under  the  authority  of  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501 
et  seq.). 

D.  ICRs  Regarding  Physician  Quality 
Reporting  System — Use  of  Consensus- 
Based  Quality  Measures  (§414. 90(e)) 

We  are  proposing  to  revise 
§  414.90(e),  redesignated  as  to  broadly 
define  our  use  of  consensus-based 
quality  measures.  The  current  regulation 
at  §  414.90(e)  states  that  we  will  publish 
a  final  list  of  measures  every  year.. 
However,  we  are  proposing  measures  for 
2013  and  beyond  this  year. 

While  §  414.90(e)  contains 
information  collection  requirements 
regarding  the  input  process  and  the 
endorsement  of  consensus-based  quality 
measures,  this  rule  would  not  revise  any 
of  the  information  collection 
requirements  or  burden  estimates  that 
are  associated  with  those  provisions.  All 
of  the  requirements  and  burden 
estimates  are  currently  approved  by 
OMB  under  OCN  0938-1083,  and  are 
not  subject  to  additional  OMB  review 
under  the  authority  of  the  Paperwork 
Reduction  Act  of  1995,  (44  U.S.C.  3501 
et  seq.). 

E.  ICRs  Regarding  Physician  Quality 
Reporting  System — Requirements  for  the 
Incentive  Payments  (§  414.90(g)) 

While  §  414.90(g)  contains  ’ 
information  collection  requirements 
regarding  the  PQRS  incentive  payments, 
this  rule  would  not  revise  any  of  the 
information  collection  requirements  or 
'  burden  estimates  that  are  associated 
with  those  provisions.  All  of  the 
requirements  and  burden  estimates  are 
currently  approved  by  OMB  under  OCN 
0938-1083,  and  are  not  subject  to 
additional  OMB  review  under  the 
authority  of  the  Paperwork  Reduction 
Act  of  1995  (44  U.S.C.  3501  et  seq.]. 


F.  ICRs  Regarding  Physician  Quality 
Reporting  System — Requirements  for  the 
Payment  Adjustments  (§  414.90) 

While  §414.90  contains  information 
collection  requirements  regarding  the 
PQRS  payment  adjustments,  this  rule 
would  not  revise  any  of  the  information 
collection  requirements  or  burden 
estimates  that  are  associated  with  those 
provisions,  except  for  the  proposed 
criteria  for  reporting  via  claims  for  the 

2015  and  2016  PQRS  payment 
adjustments  and  the^provisions  that 
would  allow  the  administrative  claims 
reporting  option.  Otherwise,  all  of  the 
requirements  and  bprden  estimates  are 
currently  approved  by  OMB  under  OCN 
0938-1083  and  are  not  subject  to 
additional  OMB  review  under  the 
authority  of  the  Paperwork  Reduction 
Act  of  1995  (44  U.S.C.  3501  et  seq.). 

With  respect  to  the  proposed 
reporting  criteria  for  the  2015  and  2016 
PQRS  payment  adjustments  using  the 
claims-based  reporting  mechanism,  we 
note  below  that  we  anticipate  that 
approximately  320,000  eligible 
professionals  would  use  the  claims- 
based  reporting  mechanism  for  CYs 
2013  and  2014.  This  is  a  difference  of 
120,000  from  the  200,000  that 
participated  in  PQRS  using  the  claims- 
based  reporting  mechanism  in  2010.  We 
believe  that  these  120,000  eligible 
professional  would  use  the  2015  and 

2016  PQRS  payment  adjustment  claims- 
based  payment  adjustment  criteria  to 
meet  the  criteria  for  satisfactory 
reporting  for  the  2015  and  2016 
payment  adjustments. 

We  estimate  the  cost  for  an  eligible 
professional  and  group  practices  to 
review  the  list  of  PQRS  quality 
measures  or  measures  group,  identify 
the  applicable  measures  or  measures 
group  for  which  they  can  report  the 
necessary  information,  incorporate 
reporting  of  the  selected  measures  or 
measures  group  into  the  office  work 
flows,  and  select  a  PQRS  reporting 
option  to  be  approximately  $200  per 
eligible  professional  ($40  per  hour  x  5 
hours).  Based  on  our  experience  with 
the  Physician  Voluntary  Reporting 
Program  PVRP,  we  continue  to  estimate 
that  the  time  needed  to  perform  all  the 
steps  necessary  to  report  each  measure 
(that  is,  reporting  the  relevant  quality 
data  code(s)  for  a  measure)  on  claims 
will  range  from  15  seconds  (0.25 
minutes)  to  over  12  minutes  for 
complicated  cases  and/or  measures, 
with  the  median  time  being  1.75 
minutes.  At  an  average  labor  cost  of 
$40/hour  per  practice,  the  cost 
associated  with  this  burden  would  range 
from  $0.17  in  labor  to  about  $8.00  in 


labor  time  for  more  complicated  cases 
and/or  measures,  with  the  cost  for  the 
median  practice  being  $1.67. 

The  total  estimated  annual  burden  for 
this  requirement  will  also  vary  along 
with  the  yolume  of  claims  on  which 
quality  data  is  reported.  In  previous 
years,  when  we  required  reporting  on  80 
percent  of  eligible  cases  for  claims- 
based  reporting,  we  found  that  on 
average,  the  median  number  of  reporting 
instances  for  each  of  the  PQRS  measures 
was  9.  Since  we  are  proposing  to  reduce 
the  required  reporting  rate  by  over  one- 
third  to  50  percent,  then  for  purposes  of 
this  burden  analysis  we  will  assume 
that  an  eligible  professional  or  eligible 
professional  in  a  group  practice  will 
need  to  report  each  selected  measure  for 
6  reporting  instances.  The  actual 
number  of  cases  on  which  an  eligible 
professional  or  group  practice  is 
required  to  report  quality  measures  data 
will  vary,  however,  with  the  eligible 
professional’s  or  group  practice’s  patient 
population  and  the  types  of  measures  on 
which  the  eligible  professional  or  group 
practice  chooses  to  report  (each 
measure’s  specifications  includes  a 
required  reporting  frequency).  Based  on 
the  assumptions  discussed  previously, 
we  estimate  the  total  annual  reporting 
burden  per  individual  eligible 
professional  or  eligible  professional  in  a 
group  practice  associated  with  claims- 
based  reporting  would  range  from  4.5 
minutes  (0.25  minutes  per  measure  x  3 
measures  x  6  cases  per  measure)  to  180 
minutes  (12  minutes  per  measure  x  3 
measures  x  6  cases  per  measure),  with 
the  burden  to  the  median  practice  being 
31.5  minutes  (1.75  minutes  per  measure 
X  3  measures  x  6  cases).  We  estimate  the 
total  annual  reporting  cost  per  eligible 
professional  or  eligible  professional  in  a 
group  practice  associated  with  claims- 
based  reporting  would  range  from  $3.06 
($0.17  per  measure  x  3  measures  x  6 
cases  per  measure)  to  $144.00  ($8.00  per 
measure  x  3  measures  x  6  cases  per 
measure),  with  the  cost  to  the  median 
practice  being  $30.06  per  eligible 
professional  ($1.67  per  measure  x  3 
measures  x  6  cases  per  measure). 

With  respect  to  reporting  using  the 
administrative  claims  reporting  option, 
we  estimate  that  the  burden  associated 
with  reporting  using  the  administrative 
claims  option  is  the  time  and  effort 
associated  with  reporting.  We  note  that 
the  burden  for  eligible  professionals  and 
group  practices  using  the  administrative 
claims-based  reporting  mechanism 

G.  Summary  of  Annual  Burden 
Estimates  for  Codified  Requirements 
(Proposed) 
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Table  80— Summary  of  Annual  Burden  Estimates 


Regulation  section(s) 

OCN 

Respondents 

Responses 

Burden  per 
response  (hr) 

Total  burden 
(hr) 

410.38(g)  re:  Physician  . . 

410.38(g)  re:  PA,  NP.  or  CNS  . 

414.90(h)  . 

0938-New . 

0938-New . 

0938-1083  . 

500,000 

500,000 

120,000 

500,000  . 

500,000  . 

120,000  (120,000 
responses  x 1 
measure). 

10  min . 

3  min  . 

0.5  (31 .5  minutes — 
the  median). 

83,333 

25,000 

60,000 

H.  Additional  Information  Collection 
Requirements 

While  this  proposed  rule  would 
impose  collection  of  information 
requirements  that  are  set  out  in  the 
regulatory  text  (see  above),  this  rule  also 
sets  out  information  collection 
requirements  that  are  set  out  only  in  the 
preamble.  Following  is  a  discussion  of 
the  preamble-specific  information 
collections,  some  of  which  have  already 
received  0MB  approval. 

I.  Part  B  Drug  Payment 

The  discussion  of  average  sales  price 
(ASP)  issues  in  section  XXX  of  this 
proposed  rule  does  not  contain  any  new 
information  collection  requirements 
with  respect  to  payment  for  Medicare 
Part  B  drugs  and  biologicals  under  the 
ASP  methodology.  Drug  manufacturers 
are  required  to  submit  ASP  data  to  us 
on  a  quarterly  basis.  The  ASP  reporting 
requirements  are  set  forth  in  section 
1927(b)  of  the  Act.  The  burden 
associated  with  this  requirement  is  the 
time  and  effort  required  by 
manufacturers  of  Medicare  Part  B  drugs 
and  biologicals  to  calculate,  record,  and 
submit  the  required  data  to  CMS.  All  of 
the  requirements  and  burden  estimates 
are  currently  approved  by  0MB  under 
OCN  0938-0921,  and  are  not  subject  to 
additional  0MB  review  under  the 
authority  of  the  Paperwork  Reduction 
Act  of  1995  (44  U.S.C.  3501  et  seq.). 

2.  Physician  Quality  Reporting  System 
(PQRS) 

The  preamble  of  this  proposed  rule 
discusses  the  background  of  the  PQRS, 
provides  information  about  the 
proposed  measures  and  reporting 
mechanisms  that  would  be  available  to 
eligible  professionals  and  group 
practices  who  choose  to  participate  in 
the  2013  and  2014  PQRS,  and  provides 
the  proposed  criteria  for  satisfactory 
reporting  in  CYs  2013  and  2014  (for  the 
2013  and  2014  PQRS  incentives  and  the 
2015  and  2016  PQRS  payment 
adjustments). 

a.  Participation  in  the  2013  and  2014 
PQRS 

.According  to  the  2010  Reporting 
Experience  Report,  a  total  of 


$391,635,495  in  PQRS  incentives  was 
paid  by  CMS  for  th»2010  program  year, 
which  encompassed  168,843  individual 
eligible  professionals.  In  2010,  eligible 
professionals  earned  a  2.0  percent 
incentive  (i.e.,  a  bonus  payment  equal  to 
2.0  percent  of  the  total  allowed  part  B 
charges  for  covered  professional 
services  under  the  PFS  furnished  by  the 
eligible  professional  in  the  reporting 
period)  for  satisfactory  reporting  under 
PQRS.  For  2013  and  2014,  eligible 
professionals  can  earn  a  0.5  percent 
incentive  for  satisfactory  reporting,  a 
reduction  of  1.5  percent  from  2010. 
Therefore,  based  on  2010,  we  would 
expect  that  approximately  $97  million 
(approximately  ’A  of  $391,635,495)  in 
incentive  payments  would  be 
distributed  to  eligible  professionals  who 
satisfactorily  report.  However,  we 
expect  that,  due  to  the  implementation 
of  payment  adjustments  beginning  in 
2015,  participation  in  PQRS  would  rise 
to  approximately  300,000  eligible 
professionals  and  400,000  eligible 
professionals  in  2013  and  2014 
respectively. 

The  average  incentive  distributed  to 
each  eligible  professional  in  2010  was 
$2,157.  Taking  into  account  the  1.5 
percent  incentive  reduction  from  2.0 
percent  in  2010  to  0.5  percent  in  2013 
and  2014,  we  estimate  that  the  average 
amount  per  eligible  professional  earning 
an  incentive  in  2013  and  2014  would  be 
$539.  Therefore,  we  estimate  that  we 
would  distribute  approximately  $162 
million  ($539  x  300,000  eligible 
professionals)  and  $216  million  ($539  x 
400,000  eligible  professionals)  in 
incentive  payments  in  2013  and  2014, 
respectively.  We  believe  these  incentive 
payments  will  help  offset  the  cost  to 
eligible  professionals  participating  in 
PQRS  for  the  applicable  year.  Please 
note  that,  beginning  2015,  incentive 
payments  for  satisfactory  reporting  in 
PQRS  will  cease  emd  payment 
adjustments  for  not  satisfactorily 
reporting  will  commence. 

We  note  that  the  total  burden 
associated  with  participating  in  PQRS  is 
the  time  and  effort  associated  with 
indicating  intent  to  participate  in  PQRS, 
if  applicable,  and  submitting  PQRS 
quality  measures  data.  When 


establishing  these  burden  estimates,  we 
assume  the  following: 

•  The  requirements  for  reporting  for 
PQRS  2013  and  2014  incentives  and 
2015  and  2016  payment  adjustments 
would  be  established  as  proposed  in 
this  2013  Medicare  PFS  proposed  rule. 

•  For  an  eligible  professional  or  group 
practice  using  the  claims,  registry,  or 
EHR-based  reporting  mechanisms,  that 
the  eligible  professional  or  group 
practice  would  report  on  3  measures. 

•  With  respect  to  labor  costs,  we 
believe  that  a  billing  clerk  would  handle 
the  administrative  duties  associated 
with  participatiijg,  while  a  computer 
analyst  would  handle  duties  related  to 
reporting  PQRS  quality  measures. 
According  to  the  Bureau  of  Labor 
Statistics,  the  mean  hourly  wage  for  a 
billing  clerk  is  approximately  $1 6/hour 
whereas  the  mean  hourly  wage  for  a 
computer  analyst  is  approximately  $40/ 
hour. 

b.  Burden  Estimate  on  Participation  in 
the  CYs  2013  and  2014  PQRS — New 
Individual  Eligible  Professionals: 
Preparation 

For  an  eligible  professional  who 
wishes  to  participate  in  PQRS  as  an 
individual,  the  eligible  professional 
need  not  indicate  his/her  intent  to 
pcuticipate.  Instead,  the  eligible 
professional  may  simply  begin  reporting 
quality  measures  data.  Therefore,  these 
burden  estimates  for  individual  eligible 
professionals  participating  in  PQRS  are 
based  on  the  reporting  mechanism  the 
individual  eligible  professional  chooses. 
However,  we  believe  a  new  eligible 
professional  or  group  practice  would 
spend  5  hours — which  includes  2  hours 
to  review  PQRS  measures  list,  review 
the  various  reporting  options,  and  select 
a  reporting  option  and  measures  on 
which  to  report  and  3  hours  to  review 
the  measure  specifications  and  develop 
a  mechanism  for  incorporating  reporting 
of  the  selected  measures  into  their  office 
work  flows.  Therefore,  we  believe  that 
the  initial  administrative  costs 
associated  with  participating  in  PQRS 
would  be  approximately  $80  ($1 6/hour 
X  5  hours). 
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c.  Burden  Estimate  on  Participation  in 
the  2013  and  2014  PQRS  via  the  Claims- 
Based  Reporting  Mechanism — 

Individual  Eligible  Professionals 

In  2010,  approximately  200,000  of  the 
roughly  245,000  eligible  professionals 
(or  84  percent)  of  eligible  professionals 
used  the  claims-based-  reporting 
mechanism.  We  believe  that  although 
the  number  of  eligible  professionals  or 
group  practices  using  the  claims-based 
reporting  mechanism  will  increase  in 
CYs  2013  and  2014,  we  anticipate  that  . 
the  percentage  of  eligible  professionals 
or  group  practices  using  the  claims- 
based  reporting  mechanism  will 
decrease  slightly  as  eligible 
professionals  and  group  practices 
transition  towards  using  the  EHR-based 
reporting  mechanism.  Therefore, 
although  we  estimate  that  the 
participation  rate  for  PQRS  will  double 
from  participation  rates  in  2010,  we 
note  that,  although  we  believe  the 
claims-based  reporting  mechanism  will 
be  the  most  widely  used,  the  percentage 
of  PQRS  participants  using  the  claims- 
based  reporting  mechanism  will 
decrease  as  we  anticipate  that  more 
eligible  professionals  would  use  the 
registry  and  EHR-based  reporting 
mechanisms.  For  these  reasons,  we 
estimate  that  approximately  320,000 
eligible  professionals,  whether 
participating  individually  or  in  a  group 
practice,  will  participate  in  PQRS  in  CY 
2014. 

With  respect  to  an  eligible 
professional  who  participates  in  PQRS 
via  claims,  the  eligible  professional 
must  gather  the  required  information, 
select  the  appropriate  quality  data  codes 
(QDCs),  and  include  the  appropriate 
QDCs  on  the  claims  they  submit  for 
payment.  PQRS  will  collect  QDCs  as 
additional  (optional)  line  items  on  the 
existing  HIPAA  transaction  837-P  and/ 
or  CMS  Form  1500  (OCN  0938-0999). 
Based  on  our  experience  with  Physician 
Voluntary  Reporting  Program  PVRP,  we 
continue  to  estimate  that  the  time 
needed  to  perform  all  the  steps 
necessary  to  report  each  measure  via 
claims  would  range  from  0.25  minutes 
to  12  minutes,  depending  on  the 
complexity  of  the  measure.  Therefore, 
the  time  spent  reporting  3  measures 
would  range  from  0.75  minutes  to  36 
minutes.  Using  an  average  labor  cost  of 
$40/hour,  we  estimate  that  time  cost  of 
reporting  for  an  eligible  professional  via 
claims  will  range  from  $0.50  (0.75 
minutes  x  $40/hour)  to  $24.00  (36 
minutes  x  $40/hour)  per  reported  case. 
With  respect  to  how  many  cases  an 
eligible  professional  would  report  when 
using  the  claims-based  reporting 
mechanism,  we  proposed  that  an 


eligible  professional  would  need  to 
report  on  50  percent  of  the  eligible 
professional’s  applicable  cases.  The 
actual  number  of  cases  on  which  an 
eligible  professional  will  report  will 
vary  depending  on  the  number  of  the 
eligible  professional’s  applicable  cases. 
However,  in  prior  years,  when  the 
reporting  threshold  was  80  percent,  we 
found  that  the  median  number  of 
reporting  cases  for  each  measure  was  9. 
Since  we  are  proposing  to  reduce  the 
reporting  threshold  to  50  percent,  we 
estimate  that  the  average  number  of 
reporting  cases  for  each  measure  would 
be  reduced  to  6.  Based  Pn  these 
estimates,  we  estimate  that  the  total  cost 
of  reporting  for  an  eligible  professional 
choosing  the  claims-based  reporting 
mechanism  would  range  from  ($0.50/ 
per  reported  case  x  6  reported  cases) 
$3.00  to  ($24. 00/reported  case  x  6 
reported  cases)  $144. 

We  note  that,  for  the  2015  and  2016 
PQRS  payment  adjustments,  we  are 
proposing  an  administrative  claims 
reporting  option  for  eligible 
professionals  and  group  practices.  The 
burden  associated  with  reporting  using 
the  administrative  claims  reporting 
option  is  the  time  and  effort  associated 
with  using  this  option.  To  submit 
quality  measures  data  for  PQRS  using 
the  administrative  claims  reporting 
option,  an  eligible  professional  or  group 
practice  would  need  to  (1)  register  as  an 
administrative  claims  reporter  for  the 
applicable  payment  adjustment  and  (2) 
report  quality  measures  data.  With 
respect  to  registration,  we  believe  it 
would  take  approximately  2  hours  to 
register  to  participate  in  PQRS  as  an 
administrative  claims  reporter. 
Therefore,  we  estimate  that  the  cost  of 
undergoing  the  GPRO  selection  process 
will  be  ($16/hour  x  2  hours)  $32.  With 
respect  to  reporting,  we  note  that  any 
burden  associated  with  reporting  would 
be  negligible,  as  an  eligible  professional 
or  group  practice  would  not  be  required 
to  attach  reporting  G-codes  on  the 
claims  they  submit.  Rather,  CMS  would 
bear  the  burden  of  reporting  with 
respect  to  selecting  which  measures  to 
report.  We  note  that  there  would  be  no 
additional  burden  on  the  eligible 
professional  or  group  practice  to  submit 
these  claims,  as  the  eligible  professional 
or  group  practice  would  have  already 
submitted  these  claims  for 
reimbursement  purposes. 

d.  Burden  Estimate  on  Participation  in 
the  CYs  2013  and  2014  PQRS  via  the 
Registry-Based  or  EHR-Based  Reporting 
Mechanism 

In  2010,  approximately  40,000  of  the 
roughly  245,000  eligible  professionals 
(or  16  percent)  of  eligible  professionals 


used  the  registry-based  reporting 
mechanism.  We  believe  the  number  of 
eligible  professionals  and  group 
practices  using  the  registry  based 
reporting  mechanism  will  remain  the 
same,  as  eligible  professionals  use 
registries  for  functions  other  than  PQRS 
and  therefore  would  obtain  a  registry 
solely  for  PQRS  reporting  by  CY  2014. 

In  2010,  only  14  of  the  roughly  245,000 
eligible  professionals  (or  >1  percent)  of 
eligible  professionals  used  the  EHR- 
based  reporting  mechanism.  We  believe 
the  number  of  eligible  professionals  and 
group  practices  using  the  EHR-based 
reporting  mechanism  will  increase  as 
eligible  professionals  become  more 
familiar  with  EHR  products.  In 
particular,  we  believe  eligible 
professionals  and  group  practices  will 
transition  from  using  the  claims-based 
to  the  EHR-based  reporting  mechanisms. 
We  estimate  that  approximately  40,000 
eligible  professionals  (4  percent), 
whether  participating  as  an  individual 
or  part  of  a  group  practice,  will  use  the 
EHR-based  reporting  mechanism  in  CY 
2014. 

With  respect  to  an  eligible 
professional  or  group  practice  who 
participates  in  PQRS  via  a  qualified 
registry,  direct  EHR  product,  or  EHR 
data  submission  vendor  product,  we 
believe  there  would  be  little  to  no 
burden  associated  for  an  eligible 
professional  to  report  PQRS  quality 
measures  data  to  CMS,  because  the 
selected  reporting  mechanism  submits 
the  quality  measures  data  for  the  eligible 
professional.  While  we  note  that  there 
may  be  start-up  costs  associated  with 
purchasing  a  qualified  registry,  direct 
EHR  product,  or  EHR  data  submission 
vendor,  we  believe  that  an  eligible 
professional  or  group  practice  would 
not  purchase  a  qualified  registry,  direct 
EHR  product,  or  EHR  data  submission 
vendor  product  solely  for  the  purpose  of 
reporting  PQRS  quality  measures. 
Therefore,  we  have  not  included  the 
cost  of  purchasing  a  qualified  registry, 
direct  EHR,  or  EHR  data  submission 
vendor  product  in  our  burden  estimates. 

e.  Burden  Estimate  on  Participation  in 
the  CYs  2013  and  2014  PQRS— Group 
Practices 

Unlike  eligible  professionals  who 
choose  to  report  individually,  we  note 
that  we  are  proposing  that  eligible 
professionals  choosing  to  participate  as 
part  of  a  group  practice  under  the  GPRO 
would  need  to  indicate  their  intent  to 
participate  in  PQRS  as  a  GPRO.  The 
total  burden  for  group  practices  who 
submit  PQRS  quality  measures  data  via 
the  GPRO  web-interface  would  be  the 
time  and  effort  associated  with 
submitting  this  data.- To  submit  quality 
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measures  data  for  PQRS,  a  group 
practice  would  need  to  (1)  be  selected 
to  participate  in  the  PQRS  GPRO  and  (2) 
report  quality  measures  data.  With 
respect  to  the  administrative  duties  for 
being  selected  to  participate  in  PQRS  as 
a  GPRO,  we  believe  it  would  take 
approximately  6  hours — including  2 
hours  to  decide  to  participate  in  PQRS 
as  a  GPRO,  2  hours  to  self-nominate, 
and  2  hours  to  undergo  the  vetting 
process  with  CMS  officials — for  a  group 
practice  to  be  selected  to  participate  in 
PQRS  GPRO  for  the  applicable  year. 
Therefore,  we  estimate  that  the  cost  of 
undergoing  the  GPRO  selection  process 
will  be  {$16/hour  x  6  hours)  $96. 

With  respect  to  reporting  PQRS 
quality  measures  using  the  GPRO  web- 
interface,  the  total  reporting  burden  is 
the  time  and  effort  associated  with  the 
group  practice  submitting  the  quality 
measures  data  (that  is,  completed  the 
data  collection  interface).  Based  on 
burden  estimates  for  the  PGP 
demonstration,  which  uses  the  same 
data  submission  methods,  we  estimate 
the  burden  associated  with  a  group 
practice  completing  the  data  collection 
interface  would  be  approximately  79 
hours.  Therefore,  we  estimate  that  the 
report  cost  for  a  group  practice  to 
submit  PQRS  quality  measures  data  for 
an  applicable  year  would  be  ($40/hour 
X  79  hours)  $3,160. 

Eligible  professionals  who  wish  to 
qualify  for  an  additional  0.5  percent 
Maintenance  of  Certification  Program 
incentive  will  need  to  “more 
frequently”  than  is  required  to  qualify 
for  or  maintain  board  certification  status 
participate  in  a  qualified  Maintenance 
of  Certification  Program  for  2012  and 
successfully  complete  a  qualified 
Maintenance  of  Certification  Program 
practice  assessment  for  the  applicable 
year.  Although  we  understand  that  there 
is  a  cost  associated  with  participating  in 
a  Maintenance  of  Certification  Board, 
we  believe  that  most  of  the  eligible 
professionals  attempting  to  earn  this 
additional  incentive  would  already  be 
enrolled  in  a  Maintenance  of 
Certification  Board  for  reasons  other 
than  earning  the  additional 
Maintenance  of  Certification  Program 
incentive.  Therefore,  the  burden  to  earn 
this  additional  incentive  will  depend  on 
what  a  certification  board  establishes  as 
“more  fi’equently”  and  the  time  needed 


to  complete  the  practice  assessment 
component.  We  expect  that  the  amount 
of  time  needed  to  complete  a  qualified 
Maintenance  of  Certification  Program 
practice  assessment  would  be  spread 
out  over  time  since  a  quality 
improvement  component  is  often 
required.  With  respect  to  the  practice 
assessment  component,  according  to  an 
informal  poll  conducted  by  ABMS  in 
2012,  the  time  an  individual  spends  to 
complete  the  practice  assessment 
component  of  the  Maintenance  of 
Certification  ranges  from  8-12  hours. 

f.  Burden  Estimate  on  Vendor 
Participation  in  the  CYs  2013  and  2014 
PQRS 

Aside  from  the  burden  of  eligible 
professionals  and  group  practices 
participating  in  PQRS,  we  believe  that 
registry  and  EHR  vendor  products  incur 
costs  associated  with  participating  in 
PQRS. 

Based  on  the  number  of  registries  that 
have  self-nominated  to  become  a 
qualified  PQRS  registry  in  prior  program 
years,  we  estimate  that  approximately 
50  additional  registries  would  self- 
nominate  to  be  considered  a  qualified 
registry  for  PQRS.  With  respect  to 
qualified  registries,  the  total  burden  for 
qualified  registries  who  submit  PQRS 
quality  measures  data  would  be  the  time 
and  effort  associated  with  submitting 
this  data.  To  submit  quality  measures 
data  for  the  proposed  PQRS  program 
years,  a  registry  would  need  to  (1) 
become  qualified  for  the  applicable  year 
and  (2)  report  quality  measures  data  on 
behalf  of  its  eligible  professionals.  With 
respect  to  administrative  duties  related 
to  the  qualification  process,  we  estimate 
that  it  would  take  a  total  of  10  hours — 
including  1  hour  to  complete  the  self¬ 
nomination  statement,  2  hours  to 
interview  with  CMS,  2  hours  to 
calculate  numerators,  denominators, 
and  measure  results  for  each  measure 
the  registry  wishes  to  report  using  a 
CMS-provided  measure  flow,  and  5 
hours  to  complete  an  XML 
submission — to  become  qualified  to 
report  PQRS  quality  measures  data. 
Therefore,  we  estimate  that  it  would 
cost  a  registry  approximately  ($16.00/ 
hour  X  10  hours)  $160  to  become 
qualified  to  submit  PQRS  quality 
measures  data  on  behalf  of  its  eligible 
professionals. 


With  respect  to  the  reporting  of 
quality  measures  data,  the  burden 
associated  with  reporting  is  the  time 
and  effort  associated  with  the  registry 
calculating  quality  measures  results 
from  the  data  submitted  to  the  registry 
by  its  eligible  professionals,  submitting 
numerator  and  denominator  data  on 
quality  measures,  and  calculating  these 
measure  results.  We  believe,  however, 
that  registries  already  perform  these 
functions  for  its  eligible  professionals 
irrespective  of  participating  in  PQRS. 
Therefore,  we  believe  there  is  little  to  no 
additional  burden  associated  with 
reporting  PQRS  quality  measures  data. 
Whether  there  is  any  additional 
reporting  burden  will  vary  with  each 
registry,  depending  on  the  registry’s 
level  of  savvy  with  submitting  quality 
measures  data  for  PQRS. 

With  respect  to  EHR  products,  the 
total  burden  for  direct  EHR  products 
and  EHR  data  submission  vendors  who 
submit  PQRS  quality  measures  data  will 
be  the  time  and  effort  associated  with 
submitting  this  data.  To  submit  quality 
measures  data  for  the  proposed  PQRS 
program  years,  a  direct  EHR  product  or 
EHR  data  submission  vendor  would 
need  to  report  quality  measures  data  on 
behalf  of  its  eligible  professionals. 

Please  note  that  since  we  are  proposing 
not  to  continue  to  require  direct  EHR 
products  and  EHR  data  submission 
vendors  to  become  qualified  to  submit 
PQRS  quality  measures  data,  there  is  no 
burden  associated  with  qualification  of 
direct  EHR  products  and  EHR  data 
submission  vendor  products.  With 
respect  to  reporting  quality  measures 
data,  we  believe  the  burden  associated 
with  the  EHR  vendor  programming  its 
EHR  product(s)  to  extract  the  clinical 
data  that  the  eligible  professional  would 
need  to  submit  to  CMS  will  depend  on 
the  vendor’s  familiarity  with  PQRS  and 
the  vendor’s  system  and  programming 
capabilities.  Since  we  believe  that  an 
EHR  vendor  would  be  submitting  data 
for  reasons  other  than  reporting  under 
PQRS,  we  believe  there  would  be  no 
additional  burden  for  an  EHR  vendor  to 
submit  quality  measures  data  for  PQRS 
reporting. 

g.  Summary  of  Burden  Estimates  on 
Participation  in  the  2013  and  2014 
PQRS — Eligible  Professionals  and 
Vendors 


Table  81— Estimated  Costs  for  Reporting  PQRS  Quality  Measures  Data  for  Eligible  Professionals 


> 

Estimated  hours 

Estimated 

cases 

Number  of 
measures 

Hourly  rate 

Total  cost 

Individual  Eligible  Professional  (EP): 
Preparation. 

5.0  . 

1 

I - 

N/A  . • 

$16  . 

$80. 

Individual  EP;  Claims  . 

0.2  . 

6 

3  . 

$40  . 

$144. 

A 
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Table  81— Estimated  Costs  for  Reporting  PQRS  Quality  Measures  Data  for  Eligible  Professionals— 

Continued 


Estimated  hours 

Estimated 

cases 

Number  of 
measures 

Hourly  rate 

Total  cost 

!  Individual  EP:  Administrative  Claims  . 

2  . 

1 

N/A  . i . 

$16  . . . 

$32. 

;  Individual  EP:  Registry . 

N/A  . 

1 

N/A  . 

N/A  . 

Minimal. 

Individual  EP:  EHR  . 

N/A  . 

1 

N/A  . 

N/A  . 

Minimal. 

i  Group  Practice:  Self-Nomination  . 

6.0  . 

1 

N/A  . 

$16  . 

$96. 

i  Group  Practice:  Reporting  . 

79  . . . 

1 

N/A  . 

$40  . 

$3,160. 

Table  82— Estimated  Costs  to  Vendors  To  Participate  in  PQRS 


Estimated 

hours 

Hourly  rate 

Total  cost 

Registry:  Self-Nomination  ....*. . . . *. . 

10 

$160 

$160 

EHR:  Programming . . . . . 

0 

0 

0 

3.  Electronic  Prescribing  (eRx)  Incentive 
Program 

The  requirements  for  the  eRx 
Incentive  Program  for  2012-2014  were 
established  in  the  CY  2012  Medicare 
PFS  final  rule.  Although  we  are  making 
proposals  related  to  the  eRx  Incentive 
Program  in  the  CY  2013  Medicare  PFS, 
these  proposals  have  no  additional 
burden  or  impact  on  the  public. 
Therefore,  this  rule  would  not  revise  the 
requirements  or  burden  estimates 
approved  by  OMB  under  OCN:  0938- 
1083. 

4.  Physician  Quality  Reporting  System- 
Medicare  EHR  Incentive  Pilot 

The  Physician  Quality  Reporting 
System-Medicare  EHR  Incentive  Pilot  is 
a  Pilot  that  provides  a  method  whereby 
an  eligible  professional  participating  in 
both  PQRS  and  Medicare  EHR  Incentive 
Program  may  submit  one  set  of  data  and 
satisfy  the  reporting  requirements  for 
both  programs.  We  believe  any  burden 
or  impact  associated  with  the  Pilot 
would  be  absorbed-  in  the  burden  and 
impact  estimates  provided  for  PQRS 
(OCN:  0938-1083)  and  the  EHR 
Incentive  Program. 

I.  Submission  of  PRA-Related 
Comments 

If  you  comment  on  these  information 
collection  and  recordkeeping 
requirements,  please  do  either  of  the 
following: 

1.  Submit  your  comments 
electronically  as  specified  in  the 
ADDRESSES  section  of  this  proposed  rule; 
or 

2.  Submit  your  comments  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Attention:  CMS  Desk  Officer, 
[CMS-1590-P]  Fax:  (202)  395-6974;  or  ’ 
Email:  OIRA_submission@omb.eop.gov. 


VI.  Response  to  Comments 

Because  of  the  large  number  of  public 
comments  we  normally  receive  on 
Federal  Register  documents,  we  are  not 
able  to  acknowledge  or  respond  to  them 
individually.  We  will  consider  all 
comments  we  receive  by  the  date  and 
time  specified  in  the  DATES  section  of 
this  preamble,  and,  when  we  proceed 
with  a  subsequent  document,  we  will 
respond  to  the  comments  in  the 
preamble  to  that  document. 

VII.  Regulatory  Impact  Analysis 

A.  Statement  of  Need 

This  proposed  rule  is  necessary  in 
order  to  make  payment  and  policy 
changes  under  the  Medicare  PFS  and  to 
make  required  statutory  changes  under 
the  Middle  Class  Tax  Relief  and  Job 
Creation  Act  of  2012  (MCTRJCA),  the 
Affordable  Care  Act,  and  other  statutory 
changes.  This  proposed  rule  also  is 
necessary  to  make  changes  to  Part  B 
drug  payment  policy  and  other  related 
Part  B  related  policies. 

R.  Overall  Impact 

We  have  examined  the  impact  of  this 
rule  as  required  by  Executive  Order 
12866  on  Regulatory  Planning  and 
Review  (September  30,  1993),  Executive 
Order  13563  on  Improving  Regulation 
and  Regulatory  Review  (February  2, 
2012),  the  Regulatory  Flexibility  Act 
(RFA)  (September  19, 1980,  Pub.  L.  96- 
354),  section  1102(b)  of  the  Social 
Security  Act,  section  202  of  the 
Unfunded  Mandates  Reform  Act  of  1995 
(March  22, 1995;  Puh.  L.  104-4), 
Executive  Order  13132  on  Federalism 
(August  4, 1999)  and  the  Congressional 
Review  Act  (5  U,S.C.  804(2)). 

Executive  Orders  12866  and  13563 
direct  agencies  to  assess  all  costs  and 
benefits  of  available  regulatory 
alternatives  and,  if  regulation  is 


necessary,  to  select  regulatory 
approaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  and  safety 
effects,  distributive  impacts,  and 
equity).  A  regulatory  impact  analysis 
(RIA)  must  be  prepared  for  major  rules 
with  economically  significant  effects 
($100  million  or  more  in  any  1  year).  We 
estimate,  as  discussed  below  in  this 
section,  that  the  PFS  provisions 
included  in  this  proposed  rule  will 
redistribute  more  than  $100  million  in 
1  year.  Therefore,  we  estimate  that  this 
rulemaking  is  “economically 
significant”  as  measured  by  the  $100 
million  threshold,  and  hence  also  a 
major  rule  under  the  Congressional 
Review  Act.  Accordingly,  we  have 
prepared  a  RIA  that,  to  the  best  of  our 
ability,  presents  the  costs  and  benefits  of 
the  rulemaking.  The  RFA  requires 
agencies  to  analyze  options  for 
regulatory  relief  of  small  entities.  For 
purposes  of  the  RFA,  small  entities 
include  small  businesses,  nonprofit 
organizations,  and  small  governmental 
jurisdictions.  Most  hospitals  and  most 
other  providers  and  suppliers  are  small 
entities,  either  by  nonprofit  status  or  by 
having  revenues  of  $7.0  million  to  $34.5 
million  in  any  1  year  (for  details  see  the 
SBA’s  Web  site  at  http://www.sba.gov/ 
content/table-small-business-size- 
standards  (refer  to  the  620000  series)). 
Individuals  and  States  are  not  included 
in  the  definition  of  a  small  entity. 

The  RFA  requires  that  we  analyze 
regulatory  options  for  small  businesses 
and  other  entities.  We  prepare  a 
regulatory  flexibility  analysis  unless  we 
certify  that  a  rule  would  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  analysis  must  include  a  justification 
concerning  the  reason  action  is  being 
taken,  the  kinds  and  number  of  small 
entities  the  rule  affects,  and  an 
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explanation  of  any  meaningful  options 
that  achieve  the  objectives  with  less 
significant  adverse  economic  impact  on 
the  small  entities. 

For  purposes  of  the  RFA,  physicians, 
NPPs,  and  suppliers  including  IDTFs 
are  considered  small  businesses  if  they 
generate  revenues  of  $10  million  or  less 
based  on  SBA  size  standards. 
Approximately  95  percent  of  physicians 
are  considered  to  be  small  entities. 

There  are  over  1  million  physicians, 
other  practitioners,  and  medical 
suppliers  that  receive  Medicare 
payment  under  the  PFS. 

Because  we  acknowledge  that  many  of 
the  affected  entities  are  small  entities, 
the  analysis  discussed  throughout  the 
preamble  of  this  proposed  rule 
constitutes  our  regulatory  flexibility 
analysis  for  the  remaining  provisions 
and  addresses  comments  received  on 
these  issues. 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory 
impact  analysis  if  a  rule  may  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals.  This  analysis  must  conform  to 
the  provisions  of  section  603  of  the 
RFA.  For  purposes  of  section  1102(b)  of 
the  Act,  we  define  a  small  rural  hospital 
as  a  hospital  that  is  located  outside  of 
a  Metropolitan  Statistical  Area  for 
Medicare  payment  regulations  and  has 
fewer  than  100  beds.  We  are  not 
preparing  an  analysis  for  section  1102(b) 
of  the  Act  because  we  have  determined, 
and  the  Secretary  certifies,  that  this 
proposed  rule  would  not  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals. 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  also 
requires’  that  agencies  assess  anticipated 
costs  and  benefits  on  State,  local,  or 
tribal  governments  or  on  the  private 
sector  before  issuing  any  rule  whose 
mandates  require  spending  in  any  1  year 
of  $100  million  in  1995  dollars,  updated 
annually  for  inflation.  In  2012,  that 
threshold  is  approximately  $139 
million.  This  proposed  rule  would  have 
no  consequential  spending  effect  on 
State,  local,  or  tribal  governments  or  on 
the  private  sector. 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a 
proposed  rule  (and  subsequent  final 
rule)  that  imposes  substantial  direct 
requirement  costs  on  State  and  local 
governments,  preempts  State  law,  or 
otherwise  has  Federalism  implications. 
Since  this  regulation  does  not  impose 
any  costs  on  State  or  local  governments, 
the  requirements  of  Executive  Order 
13132  are  not  applicable. 


We  have  prepared  the  following 
analysis,  which  together  with  the 
information  provided  in  the  rest  of  this 
preamble,  meets  all  assessment 
requirements.  The  analysis  explains  the 
rationale  for  and  purposes  of  this 
proposed  rule;  details  the  costs  and 
benefits  of  the  rule;  analyzes 
alternatives;  and  presents  the  measures 
we  would  use  to  minimize  the  burden 
on  small  entities.  As  indicated 
elsewhere  in  this  proposed  rule,  we  are 
proposing  to  implement  a  variety  of 
changes  to  our  regulations,  payments,  or 
payment  policies  to  ensure  that  our 
payment  systems  reflect  changes  in 
medical  practice  and  the  relative  value 
of  services,  and  to  implement  statutory 
provisions.  We  provide  information  for 
each  of  the  policy  changes  in  the 
relevant  sections  of  this  proposed  rule. 
We  are  unaware  of  any  relevant  Federal 
rules  that  duplicate,  overlap,  or  conflict 
with  this  proposed  rule.  The  relevant 
sections  of  this  proposed  rule  contain  a 
description  of  significant  alternatives  if 
applicable. 

C.  Relative  Value  Unit  (RVU)  Impacts 

1.  Resource-Based  Work,  PE,  and 
Malpractice  RVUs 

Section  1848(c)(2)(B)(ii)(II)  of  the  Act 
requires  that  increases  or  decreases  in 
RVUs  may  not  cause  the  amount  of 
expenditures  for  the  year  to  differ  by 
more  than  $20  million  from  what 
expenditures  would  have  been  in  the 
absence  of  these  changes.  If  this 
threshold  is  exceeded,  we  make 
adjustments  to  preserve  BN. 

Our  estimates  of  changes  in  Medicare 
revenues  for  PFS  services  compare 
payment  rates  for  CY  2012  with 
proposed  payment  rates  for  CY  2013 
using  CY  2011  Medicare  utilization  as 
the  basis  for  the  comparison.  To  the 
extent  that  there  are  year-to-year 
changes  in  the  volume  and  mix  of 
services  furnished  by  physicians,  the 
actual  impact  on  total  Medicare 
revenues  will  be  different  fi:om  those 
shown  in  Tables  83  (CY  2013  PFS 
Proposed  Rule  Estimated  Impact  on 
Total  Allowed  Charges  by  Specialty) 
and  84  (CY  2013  PFS  Proposed  Rule 
Estimated  Impact  on  Total  Allowed 
Charges  by  Specialty  by  Selected 
Proposal).  The  payment  impacts  reflect 
averages  for  each  specialty  based  on 
Medicare  utilization.  The  payment 
impact  for  an  individual  physician 
would  be  different  from  the  average  and 
would  depend  on  the  mix  of  services 
the  physician  furnishes.  The  average 
change  in  total  revenues  would  be  less 
than  the  impact  displayed  here  because 
physicians  furnish  services  to  both 
Medicare  and  non-Medicare  patients 


and  specialties  may  receive  substantial 
Medicare  revenues  for  services  that  are 
not  paid  under  the  PFS.  For  instance, 
independent  laboratories  receive 
approximately  85  percent  of  their 
Medicare  revenues  from  clinical 
laboratory  services  that  are  not  paid 
under  the  PFS. 

Tables  83  and  84  show  the  payment 
impact  on  PFS  services.  We  note  that 
these  impacts  do  not  include  the  effect 
of  the  January  2013  conversion  factor 
changes  under  current  law.  The  annual 
update  to  the  PFS  conversion  factor  is 
calculated  based  on  a  statutory  formula 
that  measures  actual  versus  allowed  or 
“target”  expenditures,  and  applies  a 
sustainable  growth  rate  (SGR) 
calculation  intended  to  control  growth 
in  aggregate  Medicare  expenditures  for 
physicians’  services.  This  update 
methodology  is  typically  referred  to  as 
the  “SGR”  methodology,  although  the 
SGR  is  only  one  component  of  the 
formula.  Medicare  PFS  payments  for 
services  are  not  withheld  if  the 
percentage  increase  in  actual 
expenditures  exceeds  the  SGR.  Rather, 
the  PFS  update,  as  specified  in  section 
1848(d)(4)  of  the  Act,  is  adjusted  to 
eventually  bring  actual  expenditures 
back  in  line  with  targets.  If  actual 
expenditures  exceed  allowed 
expenditures,  the  update  is  reduced.  If 
actual  expenditures  are  less  than 
allowed  expenditures,  the  update  is 
increased.  By  law,  we  are  required  to 
apply  these  updates  in  accordance  with 
section  1848(d)  and  (f)  of  the  Act,  and 
any  negative  updates  can  only  be . 
averted  by  an  Act  of  the  Gongress.  While 
the  Congress  has  provided  temporary 
relief  from  negative  updates  for  every 
year  since  2003,  a  long-term  solution  is 
critical.  We  are  committed  to  working 
with  the  Congress  to  permanently 
reform  the  SGR  methodology  for 
Medicare  PFS  updates.  We  provide  our 
most  recent  estimate  of  the  SGR  and 
physician  update  for  CY  2013  on  our 
Web  site  at  http://www.cms.gov/ 
Medicare /Medicare-Fee-f or-Service- 
Payment/SustainableGRatesConFact/ 
index.html?redirect=/ 
SustainableGRatesConFact/. 

The  following  is  an  explanation  of  the 
information  represented  in  Table  83: 

•  Column  A  ( Specialty):  The 
Medicare  specialty  code  as  reflected  in 
our  physician/supplier  enrollment  files. 

•  Column  B  (Allowed  Charges):  The 
aggregate  estimated  PFS  allowed 
charges  for  the  specialty  based  on  CY 
2011  utilization  and  CY  2012  rates.  That 
is,  allowed  charges  are  the  PFS  amounts 
for  covered  services  and  include 
coinsurance  and  deductibles  (which  are 
the  financial  responsibility  of  the 
beneficiary).  These  amounts  have  been 
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summed  across  all  services  furnished  by 
physicians,  practitioners,  and  suppliers 
within  a  specialty  to  arrive  at  the  total 
allowed  charges  for  the  specialty. 

•  Column  C  (Impact  of  Work  and 
Malpractice  (MP]  RVU  Changes):  This 
column  shows  the  estimated  CY  2013 
impact  on  total  allowed  charges  of  the 


changes  in  the  work  and  malpractice 
RVUs,  including  the  impact  of  changes 
due  to  potentially  misvalued  codes. 

•  Column  D  (Impact  of  PE  RVU 
Changes):  This  column  shows  the 
estimated  CY  2013  impact  on  total 
allowed  charges  of  the  changes  in  the  PE 
RVUs. 


•  Column  E  (Combined  Impact):  This 
column  shows  the  estimated  CY  2013 
combined  impact  on  total  allowed 
charges  of  all  the  changes  in  the 
previous  columns. 

BILLING  CODE  41 20-01 -P 
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TABLE  83:  CY  2013  PFS  Proposed 

Charges 


Rule  Estimated 
by  Soecial 


Impact  on  Total  Allowed 


TOTAL 


01 -ALLERGY/  IMMUNOLOGY 


02-ANESTHES1OLOGY 


03-CARDlAC  SURGERY 


04-CARD1OLOGY 


05-COLON  AND  RECTAL  SURGERY 


06-CRlTICAL  CARE 


07-DERMATOLOGY 


08-EMERGENCY  MEDICINE 


09-ENDOCRINOLOGY 


10-FAMlLY  PRACTICE 


1 1 -GASTROENTEROLOGY 


12-GENERAL  PRACTICE 


13-GENERAL  SURGERY 


14-GERlATRICS 


15-HAND  SURGERY 


16-HEMATOLOGY/  ONCOLOGY 


17-INFECTIOUS  DISEASE 


18-INTERNAL  MEDICINE 


19-INTERVENTlONAL  PAIN  MGMT 


20-INTERVENTIONAL  RADIOLOGY 


21 -MULTISPECIALTY  CLINIC/OTHER  PHY 


22-NEPHROLOGY 


23-NEUROLOGY 


24-NEUROSURGERY 


25-NUCLEAR  MEDICINE 


27-OBSTETRJCS/  GYNECOLOGY 


28-OPHTHALMOLOGY 


29-ORTHOPEDIC  SURGERY 


30-OTOLARNGOLOGY 


31 -PATHOLOGY 


32-PEDIATRlCS 


33-PHYSICAL  MEDICINE 


34-PLASTIC  SURGERY 


35-PSYCHIATRY 


36-PULMONARY  DISEASE 


37-RADIATION  ONCOLOGY 


38-RADIOLOGY 


39-RHEUMATOLOGY 


40-THORACIC  SURGERY 


41 -UROLOGY 


42-VASCULAR  SURGERY 


43-AUDIOLOGIST 


44-CHIROPRACTOR 


Allowed 

Charges 

(mil) 


86,000 


198 


1,970 


366 


6,568 


153 


261 


3,008 


2,819 


434 


5,879 


1,885 


579 


2,261 


217 


134 


1,900 


623 


11,058 


534 


203 


202 


2,065 


1,601 


681 


49 


698 


5,621 


3,622 


1,070 


1,185 


64 


990 


351 


C) 


impact  of 
Work  and 
MPRVU 
Changes 


0% 


-1% 


-1% 


-1% 


-1% 


-1% 


-1% 


-1% 


-1% 


-1% 


3% 


-1% 


-1% 


-1% 


1% 


-1% 


-1% 


-1% 


2% 


-1% 


-1% 


.  -1% 


-1% 


-1% 


-1% 


Impact  of 
PE  RVU 
Changes 

Combined 
Impact  ^ 

0% 

0% 

-  1% 

0% 

-3% 

-3% 

.  -2% 

-2% 

-2% 

-3% 

1% 

1% 

0% 

0% 

0% 

0% 

0% 

-1% 

1% 

1% 

4% 

7% 

0% 

0% 

1% 

0% 

0% 

3% 

4%. 

0% 

0% 

0% 

-1% 

1% 

0% 

3% 

5% 

0% 

-1% 

-2% 

-3% 

•  -1% 

-1% 

0% 

-1% 

2% 

1% 

0% 

-1% 

-3% 

-3% 

0% 

1% 

1% 

1% 

0% 

-1% 

1% 

0% 

-1% 

-2% 

3% 

5% 

1% 

1% 

0% 

0% 

0% 

0% 

1% 

0% 

-14% 

-14% 

-3% 

-4% 

0% 

0% 

-1% 

-2% 

-1% 

-2% 

-2% 

-3% 

-4% 

-5% 

1% 

1% 
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(A) 

(B) 

(C) 

(D) 

(F.) 

Specialty 

Allowed 

Charges 

(mil) 

Impact  of 
Work  and 
MP  RVU 
Changes 

Impact  of 
PE  RVU 
Changes 

Combined 

Impact 

45-CLINICAL  PSYCHOLOGIST 

$ 

567 

-1% 

-2% 

-3% 

46-CLINlCAL  SOCIAL  WORKER 

$ 

400' 

-1% 

-2% 

-3% 

47-DIAGNOSTIC  TESTING  FACILITY 

$ 

875 

-1% 

-7% 

-8% 

48-INDEPENDENT  LABORATORY 

$ 

1,064 

-1% 

-1% 

-1% 

49-NURSE  ANES  /  ANES  ASST 

$ 

-1% 

-3% 

-4% 

50-NURSE  PRACTITIONER 

$ 

1% 

3% 

5% 

51 -OPTOMETRY 

$ 

-1% 

2% 

1% 

52-ORAL/MAXlLLOFACIAL  SURGERY 

$ 

44 

‘  -1% 

1% 

0% 

53-PHYSICAL/OCCUPATlONAL  THERAPY 

$ 

2,613 

-1% 

3% 

3% 

54-PHYSICIAN  ASSISTANT 

$ 

1,219 

1% 

2% 

.  3% 

55-PODIATRY 

$ 

1,898 

-1% 

2% 

1% 

56-PORTABLE  X-RAY  SUPPLIER 

$ 

-1% 

2% 

2% 

57-RADIATION  THERAPY  CENTERS 

$ 

71 

-1% 

-18% 

-19% 

1  98-OTHER 

$ 

19 

-1% 

1% 

0% 

*  Table  83  shows  only  the  proposed  payment  policy  impact  on  PFS  services.  We  note  that  these  impacts  do  not 
include  the  effects  of  the  negative  January  2013  conversion  factor  change  under  current  law. 


Table  84  shows  the  estimated  impact 
of  selected  policy  proposals  on  total 
allowed  charges,  by  specialty.  The 
following  is  an  explanation  of  the 
information  represented  in  Table  84: 

•  Column  A  (Specialty):  The 
Medicare  specialty  code  as  reflected  in 
our  physician/supplier  enrollment  files. 

•  Column  B  (Allowed  Charges):  The 
aggregate  estimated  PFS  allowed 
charges  for  the  specialty  based  on  CY 
2011  utilization  and  CY  2012  rates.  That 
is,  allowed  charges  are  the  PFS  amounts 
for  covered  services  and  include 
coinsurance  and  deductibles  (which  are 
the  financial  responsibility  of  the 
beneficiary).  These  amounts  have  been 
summed  across  all  services  furnished  by 
physicians,  practitioners,  and  suppliers 
within  a  specialty  to  arrive  at  the  total 
allowed  charges  for  the  specialty. 

•  Column  C  (Impact  of  Baseline  (PPIS 
transition,  Updated  Claims  Data,  and 
All  Other  Factors)):  This  column  shows 
the  estimated  CY  2013  impact  on  total 
allowed  charges  of  the  changes  in  the 
RVUs  due  to  the  final  year  of  the  PPIS 


transition,  proposed  multiple  procedure 
payment  reduction  for  the  TC  of 
cardiovascular  and  ophthalmology 
diagnostic  tests  furnished  on  the  same 
day  (section  II. B. 4.  of  this  proposed 
rule),  all  other  proposals  that  result  in 
minimal  redistribution  of  payments 
under  the  PFS,  the  use  of  CY  2011 
claims  data  to  model  payment  rates,  and 
other  factors. 

•  Column  D  (Updated  Equipment 
Interest  Bate  Assumption):  This  column 
shows  the  estimated  CY  2013  impact  on 
total  allowed  charges  of  the  changes  in 
the  RVUs  resulting  from  our  proposed 
update  to  the  equipment  interest  rate 
assumption  as  discussed  in  section 
II.A.2.f.  of  this  proposed  rule. 

•  Column  E  (Primary  Care  and  Care 
Coordination:  Post-Discharge 
Transitional  Care  Management 
Services):  This  column  shows  the 
estimated  CY  2013  combined  impact  on 
total  allowed  charges  of  the  changes  in 
the  RVUs  resulting  from  our  proposed 
policy  to  pay  for  post-discharge 


transitional  care  management  services 
in  the  30  days  following  an  inpatient 
hospital,  outpatient  observation  or 
partial  hospitalization,  skilled  nursing 
facility  (SNF),  or  community  mental 
health  center  (CMHC)  discharge  as 
discussed  in  section  II.H.l.  of  this 
proposed  rule.  We  would  expect  a 
negative  impact  on  all  non-primary  care 
specialties  due  to  the  application  of  a 
BN  adjustment  to  reflect  the  discharge 
transitional  care  management  poHcy. 

•  Column  F  (Input  Changes  for 
Certain  Badiation  Therapy  Procedures): 
This  column  shows  the  estimated  CY 
2013  combined  impact  on  total  allowed 
charges  of  the  changes  in  the  RVUs 
resulting  from  our  proposal  to  revise  the 
procedure  times  for  certain  radiation 
therapy  procedures  discussed  in  section 
II.B.3.b.  of  this  proposed  rule. 

•  Column  G  (Cumulative  Impact): 
This  column  shows  the  estimated  CY 
2013  combined  impact  on  total  allowed 
charges  of  all  the  proposed  changes  in 
the  previous  columns. 
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TABLE  84:  CY  2013  PFS  Proposed  Rule  Estimated  Impact  on  Total  Allowed  Charges  by 

Specialty  by  Selected  Proposal* 

_ (A) _  (B)  (C)  (D)  (E)  (F)  (G) 


Specialty 

Allowed 

Charges 

(mil) 

Baseline 

(PPIS 

transition, 

new 

utilization 
and  other 
factors) 

Updated 

Equipment 

Interest 

Rate 

Assumption 

Discharge 

Transition 

Care 

Manage¬ 

ment 

Input 
Changes 
for  Certain 
Radiation 
Therapy 
Procedures 

Total 

(Cumulative 

Impact) 

TOTAL 

$ 

85,485 

0% 

0% 

0% 

0% 

0% 

01 -ALLERGY/  IMMUNOLOGY 

$ 

198 

0% 

1% 

-2% 

1% 

0% 

02-ANESTHESIOLOGY 

$ 

1,969 

-2% 

0% 

-1% 

0% 

-3% 

03-CARDlAC  SURGERY 

$ 

366 

-1% 

0% 

-1% 

0% 

-2% 

04-GARDIOLOGY 

$ 

6,565 

-1% 

0% 

-1% 

0% 

-3% 

05-COLON  AND  RECTAL 
SURGERY 

$ 

153 

1% 

0% 

-1% 

0% 

1% 

06-CRITICAL  CARE 

$ 

261 

1% 

0% 

-1% 

0% 

0% 

07-DERMATOLOGY 

$ 

3,008 

0% 

1% 

-2% 

0% 

-1% 

08-EMERGENCY  MEDICINE 

$ 

2,819 

0% 

0% 

-1% 

0% 

-1% 

09-ENDOCRINOLOGY 

$ 

434 

1% 

0% 

-1% 

0% 

0% 

10-FAMILY  PRACTICE 

$ 

5,872 

2% 

0% 

5% 

0% 

7% 

1 1 -GASTROENTEROLOGY 

$ 

1,885 

1% 

0% 

-1% 

0% 

•  0% 

12-GENERAL  PRACTICE 

$ 

577 

1% 

0% 

-1% 

0% 

0% 

13-GENERAL  SURGERY 

$ 

2,261 

1% 

0% 

-1% 

0% 

0% 

14-GERIATRICS 

$ 

217 

2% 

0% 

2% 

0% 

4% 

15-HAND  SURGERY 

$ 

134 

1% 

0% 

-1% 

0% 

0% 

16-HEMATOLOGY/ ONCOLOGY 

$ 

1,891 

1% 

-2% 

0% 

-1% 

17-lNFECTlOUS  DISEASE 

$ 

623 

2% 

0% 

-1% 

0% 

1% 

18-INTERNAL  MEDICINE 

$ 

11,049 

1% 

0% 

3% 

0% 

5% 

19-INTERVENTIONAL  PAIN 
MGMT 

$ 

533 

0% 

0% 

-1% 

0% 

-1% 

20-INTERVENT1ONAL 

RADIOLOGY 

$ 

202 

-2% 

0% 

-1% 

0% 

-3% 

21 -MULTISPECIALTY 
CLINIC/OTHER  PHY 

$ 

201 

-1% 

0% 

-1% 

0% 

-2% 

22-NEPHROLOGY 

$ 

2,064 

0% 

0% 

-1% 

0% 

-1% 

23-NEUROLOGY 

$ 

1,596 

2% 

0% 

-1% 

0% 

1% 

24-NEUROSURGERY 

$ 

680 

0% 

0% 

-1% 

0% 

-1% 

25-NUCLEAR  MEDICINE 

$ 

48 

-2% 

-1% 

-1% 

0% 

-4% 

27-OBSTETRlCS/ 

GYNECOLOGY 

$ 

698 

1% 

0% 

-1% 

0% 

0% 

28-OPHTHALMOLOGY 

$ 

5,621 

2% 

0% 

-1% 

0% 

1% 

29-ORTHOPEDIC  SURGERY 

$ 

3,609 

0% 

0% 

-1% 

0% 

-1% 

30-OTOLARNGOLOGY 

$ 

1,069 

1% 

1% 

-1% 

0% 

0% 

3 1 -PATHOLOGY 

$ 

1,185 

-1% 

0% 

-1% 

0% 

-2% 

32-PEDIATRICS 

$ 

64 

1% 

0% 

3% 

0% 

5% 

33-PHYSICAL  MEDICINE 

$ 

980 

2% 

0% 

-1% 

0% 

1% 

34-PLASTIC  SURGERY 

$ 

351 

1% 

0% 

-1% 

0% 

0% 

35-PSYCHIATRY 

$ 

1,149 

1% 

0% 

-1% 

0% 

0% 

36-PULMONARY  DISEASE 

$ 

1,691 

1% 

0% 

-1% 

0% 

0% 

37-RADIATION  ONCOLOGY 

$ 

1,982 

-3% 

-3% 

-2% 

-7% 

-15% 
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liA) _ ,  .  (B) _ , _ (C)  (D)  (E)  {¥)'  ■’  (G) 


Specialty 

Allowed 

Charges 

(mil) 

Baseline 

(PPIS 

transition, 

new 

utilization 
and  other 
factors) 

Updated 

Equipment 

Interest 

Rate 

Assumption 

Discharge 

Transition 

Care 

Manage¬ 

ment 

Input 
Changes 
for  Certain 
Radiation 
Therapy 
Procedures 

Total 

(Cumulative 

Impact) 

38-RADIOLOGY 

$ 

4,724 

-2% 

-1% 

-1% 

0% 

-4% 

39-RHEUMATOLOGY 

$ 

544. 

0% 

1% 

-2% 

0% 

0% 

40-THORAC1C  SURGERY 

$ 

340 

-1% 

0% 

-1% 

0% 

-2% 

41 -UROLOGY 

$ 

1,905 

-1% 

0% 

-1% 

0% 

-2% 

42-VASCULAR  SURGERY 

$ 

881 

-2% 

0% 

-1% 

0% 

-3% 

43-AUDIOLOGIST 

$ 

57 

-3% 

0% 

-1% 

0% 

-5% 

44-CHlROPRACTOR 

$ 

738 

2% 

0% 

-1% 

0% 

0% 

45-CLINICAL  PSYCHOLOGIST 

$ 

567 

-2% 

0% 

-1% 

0% 

-3% 

46-CLlNICAL  SOCIAL  WORKER 

$ 

400 

-2% 

0% 

-1% 

0% 

-3% 

47-DIAGNOSTIC  TESTING 
FACILITY  • 

848 

-5% 

-2% 

-2% 

1% 

-8% 

48-lNDEPENDENT 

LABORATORY 

$ 

1,064 

-2% 

1% 

-2% 

1% 

-2% 

49-NURSE  ANES  /  ANES  ASST 

$ 

1,142 

-3% 

0% 

-1% 

0% 

-4% 

50-NURSE  PRACTITIONER 

$ 

1,606 

2% 

0% 

3% 

0% 

5% 

51 -OPTOMETRY 

$ 

1,048 

2% 

0% 

-1% 

0% 

1% 

52-ORAL/MAXlLLOFACIAL 

SURGERY 

$ 

44 

1% 

1% 

-1% 

0% 

0% 

53-PHYSICAL/OCCUPATlONAL 

THERAPY 

$ 

2,263 

3% 

0% 

-1% 

0% 

3% 

54-PHYSICIAN  ASSISTANT 

$ 

1,219 

1% 

0% 

2% 

0% 

3% 

55-PODIATRY 

$ 

1,897 

2% 

1% 

-2% 

0% 

1% 

56-PORTABLE  X-RAY 

SUPPLIER 

$ 

104 

2% 

1% 

-2% 

1% 

2% 

57-RADIATION  THERAPY 
CENTERS 

71 

-4% 

.5% 

-2% 

-8% 

-19% 

98-OTHER 

o 

19 

1% 

0% 

-1% 

0% 

0% 

*Table  84  shows  only  the  proposed  payment  policy  impact  on  PFS  services.  We  note  that  these  impacts  do  not 
include  the  effects  of  the  negative  January  2013  conversion  factor  change  under  current  law 


2.  CY  2012  PFS  Impact  Discussion 
a.  Changes  in  RVUs 

The  most  widespread  specialty 
impacts  of  the  RVU  changes  are 
generally  related  to  several  factors.  First, 
as  discussed  in  section  II.A.2.  of  this 
proposed  rule,  we  are  currently 
implementing  the  final  year  of  the  4- 
year  transition  to  new  PE  RVUs  using 
the  PPIS  data  that  were  adopted  in  the 
CY  2010  PFS  final  rule  with  comment 
period.  The  impacts  of  the  final  year  of 
the  transition  are  generally  consistent 
with  the  impacts  that  would  be 
expected  based  on  the  impacts 
displayed  in  the  CY  2012  final  rule  with 
comment  period.  The  second  factor  is 
the  post-discharge  transitional  care 


management  proposal,  under  which  we 
would  pay  separately  for  care 
coordination  in  the  30  days  following  an 
inpatient  hospital,  outpatient  hospital 
observation  services  or  partial 
hospitalization,  SNF,  or  CMHC 
discharge  from  the  treating  physician  in 
the  hospital  to  the  beneficiary’s  primary 
physician  in  the  community. 

Table  83  also  reflects  updates  to  the 
proposed  interest  rate  assumption  used 
in  the  medical  equipment  calculation  in 
the  PE  RVU  methodology,  the  proposed 
multiple  procedure  payment  reduction 
policy  for  the  technical  component  of 
diagnostic  cardiovascular  and 
ophthalmological  procedures,  and 
proposed  changes  to  the  inputs  for 
certain  radiation  therapy  procedures. 


Table  84  shows  the  same  information 
as  provided  in  Table  83,  but  rather  than 
isolating  the  policy  impact  on  physician 
work,  PE,  and  malpractice  separately. 
Table  84  shows  the  impact  of  varied 
proposed  policies  on  total  RVUs. 

b.  Combined  Impact 

Column  E  of  Table  83  and  column  G 
of  Table  84  display  the  estimated  CY 
2013  combined  impact  on  total  allowed 
charges  by  specialty  of  all  the  proposed 
RVU  and  MPPR  changes.  These  impacts 
range  from  an  increase  of  7  percent  for 
family  practice  to  a  decrease  of  19 
percent  for  radiation  therapy  centers. 
Again,  these  impacts  are  estimated  prior 
to  the  application  of  the  negative  CY 
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2013  Conversion  Factor  (CF)  update 
applicable  under  the  current  statute. 

Table  85  (Impact  of  Proposed  Rule  on 
CY  2013  Payment  for  Selected 
Procedures  (Based  on  the  March  2012 
Preliminary  Physician  Update))  shows  ■ 
the  estimated  impact  on  total  payments 
for  selected  high  volume  procedures  of 


all  of  the  changes  discussed  previously. 
We  have  included  CY  2013  payment 
rates  with  and  without  the  effect  of  the 
CY  2013  negative  PFS  CF  update  for 
comparison  purposes.  We  selected  these 
procedures  because  they  are  the  most 
commonly  furnished  by  a  broad 


spectrum  of  physician  specialties.  There 
are  separate  columns  that  show  the 
change  in  the  facility  rates  and  the 
nonfacility  rates.  For  an  explanation  of 
facility  and  nonfacility  PE,  we  refer 
readers  to  Addendum  A  of  this 
proposed  rule. 
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BILUNG  CODE  4120-01-C 

D.  Effect  of  Proposed  Changes  to 
Medicare  Telehealth  Services  Under  the 
PFS 

As  discussed  in  section  II.E.3  of  this 
proposed  rule,  we  are  proposing  to  add 
several  new  codes  to  the  list  of  Medicare 
telehealth  services.  While  we  expect 
these  changes  to  increase  access  to  care 
in  rural  areas,  based  on  recent 
utilization  of  similar  services  already  on ' 
the  telehealth  list,  we  estimate  no 
significant  impact  on  PFS  expenditures 
from  the  proposed  additions. 

E.  Effect  of  Proposed  Definition  of 
Certified  Registered  Nurse  Anesthetists’ 
(CRN A)  Services 

As  discussed  in  section  II.K.l.  of  this 
proposed  rule,  we  propose  to  define 
“anesthesia  and  related  care”  as  used  in 
the  statutory  benefit  category  for  CRNAs 
under  section  1861(bb)(2)  of  the  Act  to 
include  those  services  that  are  related  to 
anesthesia  and  included  within  the  state 
scope  of  practice  for  CRNAs  in  the  state 
in  which  the  services  are  furnished. 

CMS  has  been  requested  to  clarify  the 
definition  with  regard  to  chronic  pain 
management  services.  Contractors  have 
reached  different  conclusions  as  to 
whether  the  statutory  definition  of 
“anesthesia  services  and  related  care” 
encompasses  the  chronic  pain 
management  services  delivered  by 
CRNAs.  Given  variations  in  state  scopes 
of  practice,  we  expect  that  differences 
on  whether  CRNAs  can  bill  Medicare 
directly  for  these  services  will  continue 
to  exist.  In  addition,  current  Medicare 
policies  do  not  prohibit  CRNAs  from 
furnishing  tfiese  services  in  states  where 
the  scope  of  practice  allows  them  to  do 
so,  but  only  prohibit  them  from  billing 
Medicare  directly.  As  a  result  of  these 
two  factors,  we  do  not  expect  a 
significant  change  in  how  many  services 
are  billed  to  Medicare  and  therefore,  we 
estimate  no  significant  budgetary  impact 
from  this  proposed  change. 

F.  Effects  of  Proposed  Change  to 
Ordering  Requirements  for  Portable  X- 
Ray  Services  Under  the  PFS 

As  discussed  in  section  III.K.2.  of  this 
proposed  rule,  we  are  proposing  to 
revise  our  current  regulation  that  limits 
ordering  of  portable  x-ray  services  to 
only  a  doctor  of  medicine  or  a  doctor  of 
osteopathy  to  allow  other  physicians 
and  nonphysician  practitioners  (acting 
within  the  scope  of  State  law  and  their 


Medicare  benefit)  to  order  portable  x-ray 
services.  We  estimate  no  significant 
impact  on  PFS  expenditures  from  the 
proposed  additions. 

G.  Geographic  Practice  Cost  Indices 
(GPCIs) 

As  discussed  in  section  lI.E.  of  this 
proposed  rule,  we  are  required  to  review 
and  revise  the  GPCIs  at  least  every  3 
years  and  phase  in  the  adjustment  over 
2  years  (if  there  has  not  been  an 
adjustment  in  the  past  year).  For  CY 
2013,  we  are  not  proposing  any 
revisions  related  to  the  data  or 
methodologies  used  to  calculate  the 
GPCIs.  However,  since  the  1.0  work 
GPCI  floor  provided  in  section 
1848(e)(1)(E)  of  the  Act  is  set  to  expire 
prior  to  the  implementation  of  the  CY 
2013  PFS,  the  proposed  CY  2013 
physician  work  GPCIs  and  summarized 
geographic  adjustment  factors  (GAFs) 
published  in  addendums  D  and  E  of  this 
CY  2013  PFS  proposed  rule  do  not 
reflect  the  1.0  work  GPCI  floor  for  CY 
2013.  As  required  by  section 
1848(e)(1)(G)  emd  section  1848(e)(l)(I)  of 
the  Act,  the  1.5  work  GPCI  floor  for 
Alaska  and  the  1.0  PE  GPCI  floor  for 
frontier  States  are  applicable  in  CY 
2013. 

H.  Other  Provisions  of  the  Proposed 
Regulation 

I.  Ambulance  FBe  Schedule 

As  discussed  in  section  III.A.  of  this 
proposed  rule,  section  306  of  the 
TPTCCA  and  section  3007  of  the 
MCTRJCA  require  the  extension  of 
certain  add-on  payments  for  ground 
ambulance  services,  and  the  extension 
of  certain  rural  area  designations  for 
purposes  of  air  ambulance  payment, 
through  CY  2012.  As  further  discussed 
in  section  III.A.  of  this  proposed  rule, 
this  legislation  is  self-implementing, 
and  we  are  proposing  to  amend  the 
regulation  text  at  §  414.610  only  to 
conform  the  regulations  to  these  self- 
implementing  statutory  requirements. 
As  a  result,  we  are  not  making  any 
policy  proposals  associated  with  these 
legislative  provisions  and  there  is  no 
associated  regulatory  impact. 

2.  Part  B  Drug  Payment;  ASP  Issues 

As  discussed  in  section  III  of  this 
proposed  rule,  we  are  proposing  to 
update  the  AMP-based  price 
substitution  policy  that  would  allow 
Medicare  to  pay  based  off  lower  market 


prices  for  those  drugs  and  biologicals 
that  consistently  exceed  the  applicable 
threshold  percentage.  Our  impact 
analysis  is  unchanged  from  last  year  (76 
FR  73462):  Based  cm  estimates 
published  in  various  OIG  reports  cited 
in  the  CY  2012  PFS  final  rule  with 
comment  period  (76  FR  73290-1),  we 
believe  that  this  proposal  will  generate 
minor  savings  for  the  Medicare  program 
and  its  beneficiaries  since  any 
substituted  prices  would  be  for  amounts 
less  than  the  calculated  106  percent  of 
the  ASP. 

Our  policy  clarification  regarding 
Pharmacy  Billing  for  Part  B  Drugs 
Administered  Incident  to  a  Physician’s 
Services  which  is  discussed  in  section 
III  of  this  proposed  rule  states  that  only 
physicians  and  not  pharmacies  (or  DME 
suppliers)  are  allowed  to  bill  Medicare 
under  Part  B  for  drugs  administered  in 
physicians’  offices.  We  do  not  believe 
that  this  clarification  will  significantly 
impact  the  quantity  or  payment  amount 
for  part  B  drugs  that  are  administered 
through  implanted  DME  and  or  the 
procedures  used  to  refill  such  pumps. 

3.  Medicare  Program;  Durable  Medical 
Equipment  (DME)  Face-to-Face 
Encounters  and  Written  Orders  Prior  to 
Delivery 

a.  Overall  Impact 

We- estimate  the  overall  economic 
impact  of  this  provision  on  the  health 
care  sector  to  be  a  cost  of  $49.95  million 
in  the  first  year  and  $285.2  million  over 
5  years.  This  overall  impact  is 
comprised  of  additional  administrative 
paperwork  costs  to  private  sector 
providers;  a  slight  increase  in  Medicare 
spending,  consisting  of  additional  costs 
and  some  offsetting  savings;  and 
additional  opportunity  and  out-of- 
pocket  costs  to  Medicare  beneficiaries. 
We  believe  there  are  likely  to  be  other 
benefits  and  cost  savings  result  from  the 
DME  face-to-face  requirement,  however, 
many  of  those  benefits  cannot  be 
quantified.  For  instance,  we  expect  to 
see  savings  in  the  form  of  reduced  fraud, 
waste,  and  abuse,  inclyding  a  reduction 
in  improper  Medicare  fee-for-service 
payments  (note  that  not  all  improper 
payments  are  fraudulent).  Our  detailed 
cost  and  benefit  analysis  is  explained 
below.  We  are  specifically  soliciting 
comment  on  the  potential  increased 
costs  and  benefits  associated  with  this 
provision. 
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Table  86 — Overall  Economic  Impact  to  Health  Sector 

[In  millions] 


Year  1 

5  Years 

Private  Sector  (Paperwork  Cost) . 

Net  Medicare  impact  of  additional  visits  and  G  code  billings  . ...! . 

$11.2 

5 

$94.2 

30 

161 

Beneficiaries  . 

29.75 

Total  Economic  Impact  to  Health  Sector . 

49.95 

285.2 

The  definition  of  small  entity  in  the 
RFA  includes  non-profit  organizations. 
Most  suppliers  and  providers  are  small 
entities  as  that  term  is  used  in  the  RFA. 
Likewise,  the  vast  majority  of  physician 
and  NP  practices  are  considered  small  - 
businesses  according  to  the  Small 
Business  Administration’s  size 
standards  with  total  revenues  of  $10 
million  or  less  in  any  1  year.  While  the 
economic  costs  and  benefits  of  this  rule 
are  substantial  in  the  aggregate,  the 
economic  impacts  on  individual  entities 
will  be  relatively  small.  We  estimate 
that  90  to  95  percent  of  DME  suppliers 
and  practitioners  who  order  DME  are 
small  entities  under  the  RFA  definition. 
Physicians  and  other  professionals 
would  receive  extra  payments  for  some 
of  the  costs  imposed,  and  other  costs 
(for  example,  for  additional  practitioner 
visits)  would  be  reimbursed  by 
Medicare  under  regular  payment  rules. 
The  rationale  behind  requiring  a  face-to- 
face  encounter  is  to  reduce 
inappropriate  claims  from  those  DME 
suppliers  who  have  been  abusing  or 
defrauding  the  program.  The  impact  on 
these  suppliers  could  be  significant, 
however  since  the  purpose  of  the  statute 
and  this  regulation  is  to  reduce  abusive 
and  fraudulent  DME  sales,  we  do  not 
view  the  burden  placed  on  those 
providers  in  the  form  of  lost  revenues  as 
a  condition  that  we  must  mitigate.  We 
believe  that  the  effect  on  legitimate 
suppliers  and  practitioners  would  be 
minimal. 


Anticipated  Effects 
b.  Costs 

(1)  Private  Sector  Paperwork  Costs 

We  believe  that  most  practitioners  are 
already  seeing  the  beneficiary  no  more 
than  90  days  prior  to  the  written  order 
or  within  30  days  after  the  order  is 
written  in  Certain  circumstances. 
However  this  regulation  potentially 
requires  increased  documentation. 

Although  we  have  no  quantitative 
data  for  a  specific  dollar  figure  for  the 
additional  DME  that  may  now  be 
authorized  in  accordance  with 
§  410.38(g),  nor  can  we  determine  if 
there  would  be  cost  avoidance  and  a 
reduction  of  unnecessary  DME,  we 
acknowledge  the  potential  for  this 
provision  to  surpass  the  economically 
significant  threshold.  We  do  not  believe 
that  this  proposed  rule  would 
significantly  affect  the  number  of 
legitimate  written  orders  for  DME. 
However,  we  would  expect  a  decline  in 
fraudulent,  wasteful  and  abusive  orders, 
thereby  causing  a  decrease  in  the 
amount  paid  for  DME  overall. 

The  covered  items  of  DME  as  outlined 
in  the  M  Pages,  including  the  proposed 
list  of  Specified  Covered  Items,  contains 
items  that  meet  at  least  one  of  the 
criteria.  The  four  criteria  are  as  follows: 
(1)  Items  that  currently  require  a  written 
order  prior  to  delivery  per  instructions 
in  our  Program  Integrity  Manual;  (2) 
items  that  cost  more  than  $1,000;  (3) 
items  that  we,  based  on  our  experience 
and  recommendations  from  the  DME 


MACs,  believe  are  particularly 
susceptible  to  fraud,  waste,  and  abuse; 

(4)  items  determined  by  CMS  as 
vulnerable  to  fraud,  waste  and  abuse 
based  on  reports  of  the  HHS  Office  of 
Inspector  General,  the  Government 
Accountability  Office  or  other  oversight 
entities.  We  are  requesting  comments  on 
our  criteria. 

We  also  have  estimated  the  number  of 
different  covered  Medicare  items  subject 
to  this  proposed  rule  at  approximately 
164  HCPCS  codes  for  items  of  DME.  As 
new  products  enter  the  market  this 
number  could  increase,  which  could 
increase  the  impact.  In  addition,  we 
propose  a  G-code  to  pay  physicians’  for 
documenting  the  encounter  conducted 
by  a  PA,  a  NP,  or  a  CNS. 

We  anticipate  there  would  be  an 
impact  as  a  result  of  additional  office 
visits  for  the  face-to-face  encounter  and 
the  additional  time  spent  by  physicians 
to  document  the  face-to-face  encounters 
with  a  beneficiary  when  it  is  furnished 
by  a  PA,  a  NP,  or  a  CNS. 

In  our  estimate  of  overall  cost  we 
include  the  estimates  from  section  III,  of 
this  proposed  rule  (Collection  of 
Information  Requirements  section). 
These  are  estimated  at  $11.2  million  in 
year  1  and  $  94.2  million  over  5  years. 
These  are  driven  by  the  physician 
documenting  face-to-face  encounters 
with  a  beneficiary  when  it  is  furnished 
by  a  PA,  a  NP,  or  a  CNS,  including  the 
time  to  communicate  the  practitioners 
findings  to  physicians  so  they  can 
complete  the  necessary  documentation. 


.Table  87— Private  Sector  Paperwork  Costs 


Year  1 

— 

5  Years 

*  - 

(in  millions) 

(in  millions) 

Physician  time  to  document  occurrence  of  a  face-to-face  encounter  cost . 

$9.8 

$82.6 

PA,  NP,  or  CNS  costs  . 

1.4 

11.6 

Total  Cost  . 

11.2 

94.2 

(2)  Medicare  Costs 

Medicare  would  incur  additional 
costs  associated  with  this  proposed  rule 
related  to  additional  face-to-face 
encounters  in  the  form  of  office  visits. 


and  additional  payment  for  time  spent 
documenting  the  face-to-face  encounter 
if  furnished  by  the  PA,  NP  or  CNS  and 
not  by  the  physician  directly. 
Subsequently,  a  G-Code  is  being  created 
to  allow  Medicare  payment  to 


physicians  for  documenting  the  face-to- 
face  encounters  that  are  furnished  by  a 
PA,  NP,  and  CNS,  and  is  included  in 
this  proposed  rule. 

From  a  programmatic  standpoint  we 
believe  that  there  would  be  750,000 
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additional  office  visits  billed  and 
500,000  G  code  claims  for  the 
documentation.  It  is  difficult  to 
determine  how  many  PAs,  NPs  or  CNSs 
wrote  orders  for  covered  items  of  DME, 
and  while  we  lack  exact  empirical  data, 
in  order  to  provide  an  estimate,  we 
assumed  that  5  percent  of  the  orders  for 
covered  items  of  DME  were  written  by 
a  PA,  NP  or  CNS.  For  the  purpose  of  this 
estimate  we  assume  that  each  order 
requires  a  separate  face-to-face 
encounter,  recognizing  fully  that  the 
estimate  might  be  inflated. 

While  we  oelieve  that  currently  the 
majority  of  practitioners  evaluate 
beneficiaries  before  ordering  DME,  some 
may  not,  and  therefore,  a  certain 
number  of  beneficiaries  would  be 
required  to  have  a  new  visit  in  order  to 
fulfill  the  face-to-face  encounter 
requirement.  Actuarial  estimates 
indicate  approximately  5  percent  of 
those  obtaining  covered  items  of  DME  in 
a  given  year  did  not  see  a  practitioner 
in  the  90  days  preceding  the  order  or  in 
the  30  days  after  the  order  was  written. 
We  estimate  that  500,000  beneficiaries 
would  not  see  their  practitioners  in  the 
90  days  prior  to  the  written  order  for  the 
covered  item  or  in  the  30  days  after  the 
order  is  written.  We  assume  that  1.5 
visits  per  year  per  affected  beneficiary 
would  be  required  to  cover  the  DME 
services  that  currently  fail  to  meet  the 
face-to-face  requirement.  The  range 
would  be  about  one  to  three;  possibly 
less  than  one  if  many  beneficiaries 
choose  not  to  meet  the  requirement  or 
reschedule  services.  DME  claims  for 
beneficiaries  who  failed  to  meet  the 
physician  contact  requirements 
averaged  3  line  items  per  beneficiary. 
However,  about  40  percent  of  these  line 
items  occur  on  the  same  date  and  so 
probably  refer  to  the  same  event  and 
could  he  authorized  during  a  single 
visit.  Some  additional  coordination  is 
probable  for  DME  purchases  within  a 
narrow  time  frame.  To  estimate  the 
impact  of  the  additional  office  visits  we 
assumed  750,000  additional  office  visits 
(1.5  visits  *  500,000  beneficiaries).  We 
also  assumed  that  the  average  cost  for 
these  office  visits  is  around  $65,  which 
is  consistent  with  a  mid-level  office  visit 
under  the  PFS.  This  represents  the  total 
amount  that  the  practitioners  would 
receive,  either  from  Medicare  or  the 
beneficiary,  who  is  responsible  for  the 
20  percent  coinsurance. 

Pnysicians  are  now  required  to 
document  the  face-to-face  encounter  if  it 
was  furnished  by  a  PA,  NP,  or  CNS.  In 
order  to  allow  payment  for  this 
documentation,  a  G.code  is  established 
for  this  service.  There  are  approximately 
10  million  DME  users  and  it  was 
assumed  that  roughly  5  percent  of  face- 


to-face  encounters  are  actually 
furnished  by  these  other  practitioner 
types,  thereby  requiring  documentation 
of  the  encounter.  Therefore,  it  was 
assumed  that  about  500,000  of  these 
documentation  services  would  be  billed. 
We  cannot  predict  with  any  certainty 
the  cost  of  this  new  service,  but  believe 
that  $15  is  a  reasonable  estimate.  This 
represents  the  total  amount  that  the 
physician  would  receive,  either  from 
Medicare  or  the  beneficiary,  who  is 
responsible  for  the  20  percent 
coinsurance. 

Therefore  the  estimated  gross  cost  is 
estimated  to  be  $45  million  in  year  1 
and  $250  million  over  5  years;  note  that 
there  are  also  savings  to  Medicare  that 
must  be  netted  against  the  cost  of 
additional  practitioner  office  visits, 
which  are  described  later  in  the  Benefits 
section.  There  is  a  high  degree  of 
uncertainty  surrounding  this  estimate 
because  it  is  difficult  to  predict  how 
physicians  and  beneficiaries  would 
respond  to  the  new  requirement. 

This  provision  would  assist  in 
providing  better  documentation  which 
may  help  to  lower  the  error  rate  and 
thus  reduce  improper  payments, 
including  those  stemming  from  waste, 
fraud  and  abuse.  Since  there  is  a  large 
amount  of  potential  variation  in  the 
amount  of  time  that  a  face-to-face 
encounter  may  take  for  an  item  of  DME, 
as  a  proxy  our  estimate  is  based  on  the 
amount  of  time  needed  for  a  mid-level 
visit  to  evaluate  a  beneficiary  (E&M 
code  99213).  The  time  allotted  for  this 
visit  to  furnish  the  face-to-face 
evaluation  under  a  99213  is  15  minutes. 
We  welcome  comments  as  to  the 
appropriateness  of  E&M  Code  99213  as 
a  proxy  measure  of  time  required  for  a 
face-to-face  encounter. 

Based  on  actual  data,  projecting  these 
historical  patterns  in  light  of  the  draft 
regulation  is  not  straight-forward.  Some 
line  items  may  be  bundled  (perhaps 
because  they  are  used  together). 
Beneficiaries  may  also  change  their 
behavior  in  response  to  the  regulation. 
For  example,  beneficiaries  would  be 
required  to  visit  a  physician  in  order  for 
Medicare  to  pay  for  a  new  piece  of 
equipment  may  substitute  this  visit  for 
a  later  visit  that  would  have  been  for  a 
routine  service.  In  this  situation,  the ' 
overall  number  of  visits  would  not 
increase.  Moreover,  some  beneficiaries 
may  choose  not  to  pursue  the  DME  item 
at  that  time.  On  the  other  hand,  the 
proposed  rule  points  out  that  some  of 
the  encounters  reported  on  the 
practitioner  claim  now  may  not  qualify 
to  support  the  need  for  the  item  of  DME. 
We  assume  that  beneficiaries  would 
decide  not  to  schedule  10  percent  of  the 
additional  visits  required  as  a  result  of 


not  needing  the  DME  item  and  that 
some  would  substitute  a  required 
service  for  a  later  planned  visit. 


Table  88— Medicare  5-Year  Costs 
FOR  Additional  Face-to-Face  Vis¬ 
its  AND  G  Code  Billings 


2013 

2014 

2015 

2016 

2017 

$45  • 

$45 

$50 

$50 

$60 

*  These  costs  represent  80  percent  of  the  al¬ 
lowed  charges  for  the  additional  visits  and  the 
new  G  codes. 


The  requirement  for  a  face-to-face 
encounter  with  a  beneficiary  in  a  certain 
time  period  as  a  condition  of  payment 
for  DME  is  a  new  statutory  requirement. 

It  is  not  subject  to  the  physician  fee 
schedule  budget  neutrality  requirement 
under  section  1848(c)(2)(B)(ii)(II)  of  the 
Act.  However,  by  regulation,  we  are 
proposing  to  make  an  additional 
payment  through  a  new  G-code  for 
physician  work  documenting  the  face- 
to-face  encounters  that  are  performed  by 
a  PA,  NP,  and  CNS.  This  additional 
regulatory  spending  is  subject  to  the 
physician  fee  schedule  budget  neutrality 
requirement  under  section 
1848(c)(2)(B)(ii)(II)  of  the  Act. 

(c)  Beneficiary  Cost  Impact 

From  a  programmatic  standpoint, 
approximately  5  percent  of  those 
obtaining  covered  items  of  DME  in  that 
year  did  not  see  a  practitioner  in  the  90 
days  preceding  the  order  or  in  the  30 
days  after  the  order  was  written.  We 
estimate  that  500,000  beneficiaries 
would  not  see  their  practitioners  in  the 
90  days  prior  to  the  written  order  for  the 
covered  item  or  in  the  30  days  after  the 
order  is  written.  As  mentioned  above, 
we  assume  that  1.5  visits  per  year  per 
affected  beneficiary  would  be  required 
to  cover  the  DME  services  that  currently 
fail  to  meet  the  face  to  face  requirement. 
The  range  would  be  about  one  to  three; 
possibly  less  than  one  if  many 
beneficiaries  choose  not  to  meet  the 
requirement  or  reschedule  services. 

DME  claims  for  beneficiaries  who  failed 
to  meet  the  physician  contact 
requirements  averaged  3  line  items  per 
beneficiary.  However,  about  40  percent 
of  these  line  items  occur  on  the  same 
date  and  so  probably  refer  to  the  same 
event  and  could  be  authorized  during  a 
single  visit.  Some  additional 
coordination  is  probable  for  DME 
purchases  within  a  narrow  time  frame. 
There  are  effects  on  travel  time  and  cost 
for  these  beneficiaries.  If  it  takes  a 
beneficiary  1.25  hours  to  go  to  a 
practitioner,  the  total  estimate  is 
approximately  937,500  hours  of  time  for 
this  proposed  rule.  We  assume  that  an 


Federal  Register /Vol,  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


45045 


I 


average  trip  requires  one  hour  and  15 
minutes  (45  minutes  of  round  trip  travel 
time  and  30  minutes  in  the  doctor’s 
office — half  for  waiting  and  half  for  time 
with  the  staff).  As  a  proxy  we  use  $20 
to  estimate  the  cost  per  hour  including 
loss  of  leisure  time  and  travel  cost  for 
a  beneficiary  to  see  a  practitioner.  This 


is  consistent  with  previous  estimates  of 
beneficiary  leisure  time  as  proposed  in 
the  May  4,  2011  proposed  rule  entitled 
“Medicare  &  Medicaid  Programs; 
Influenza  Vaccination  Standard  for 
Certain  Medicare  &  Medicaid 
Participating  Providers  and  Suppliers” 
76  FR  25469.  This  creates  an  economic 


cost  of  nearly  $18.75  million  in  year  1. 
Over  5  years  this  cost  could  reach  $105 
million.  There  will  be  additional  out  of 
pocket  expenses  at  the  20  percent 
Mediccire  Part  B  coinsurance.  We 
estimated  this  cost  to  be  $10  million  in 
year  1  and  $56  million  over  5 -years. 


Table  89— Beneficiary  Cost  Impact  Resulting  From  Additional  Face-To-Face  Visits  To  Obtain  DME  Services 


Year  1 

5  Years 

Total  beneficiaries  visits  impacted . 

Time  per  beneficiary  . . 

Total  Time . 

Beneficiary  Time  Cost  ($20)  . .• . . . 

Out  of  Pocket  Expense . ! . 

Estimated  Total  Beneficiary  Cost  Impact  . 

750,000  . 

1 .25  hours  . 

937,500  . 

$18.75  million  . 

$10  million  . 

$29.75  million  . 

4.2  million. 

1 .25  hours. 

5.25  million. 

$105  million. 

$56  million. 

$161  million. 

•These  costs  represent  20  percent  of  the  allowed  charges  for  the  additional  visits  and  the  new  G  codes. 

fa.  Benefits 

There  would  be  quantifiable  benefits 
from  an  expected  reduction  in  Medicare 
DME  services  provided.  In  addition,  we 
anticipate  additional,  qualitative 
benefits  from  a  decrease  in  waste,  fraud, 
and  abuse,  which  would  decrease  the 
number  of  services.  Further,  requiring 
that  there  be  a  face-to-face  evaluation  of 
the  beneficiary  helps  ensure  appropriate 
orders  based,  on  the  individual’s 
medical  condition,  which  increases  the 
quality  of  care  that  the  beneficiary 
receives.  It  is  difficult  to  measure  how 
much  waste,  fi’aud,  and  abuse  will  be 
prevented  as  a  result  of  this  proposed 
rule  since  it  is  impossible  to  determine 
what  would  have  happened  in  the 
absence  of  the  proposed  rule.  This 


provision  is  expected  to  improve 
physician’s  documentation  of  DME,  and 
therefore,  will  help  reduce  improper 
payments  and  move  the  agency  towards 
its  strategic  goal  to  reduce  the  Medicare 
fee-for-service  error  rate  for  DME  items 
which  has  a  higher  error  rate  than  other 
Medicare  services.  The  Comprehensive 
Error  Rate  Testing  (CERT)  program  error 
rate  for  DME  is  high.  Fraud  is  an 
improper  payment,  but  not  all  improper 
payments  are  fi:aud. 

Therefore,  creating  a  measure  of  how 
much  this  proposed  rule  would  save  in 
terms  of  a  reduction  in  waste,  fraud  and 
abuse  is  not  possible.  With  that  stated, 
in  2009  Medicare  paid  $1.7  billion  for 
DME  items  covered  by  this  proposed 
rule,  and  we  estimate  that  $1.9  billion 
will  be  paid  for  covered  items  in  2012, 


and  $9.9  billion  over  5  years.  Preventing 
waste,  fraud  and  abuse  by  changing 
behavior  that  results  in  just  a  small 
percentage  reduction  in  inappropriate  or 
unnecessary  ordering  of  DME  services 
will  generate  Medicare  savings.  This  is 
an  area  where  savings  can  be  found 
through  increased  oversight,  such  as 
this  regulation  proposes.  We  believe 
that  the  cost  of  the  visits  will  be  offset 
by  the  savings  produced  by  this 
provision. 

We  project  Medicare  savings  from 
reduced  DME  services;  these  savings 
partially  offset  the  costs  of  additional 
physician  office  visits  and 
documentation  payments  described 
earlier  in  the  impact  analysis.  The  year- 
to-year  Medicare  savings  firom  reduced 
DME  services  is  as  follows: 


Table  90 — Year-to-Year  Medicare  Savings  From  Reduced  DME  Services 


2013 

2014 

j. 

2015 

2016 

2017 

DME  savings . 

-$40 

-$40 

-$45 

-$45 

-$50 

1 

Based  on  an  analysis  of  2007  DME 
claims,  approximately  2  percent  of  total 
DME  spending  was  for  those 
beneficiaries  who  had  little  contact  with 
their  physician  during  the  year.  For  this 
subset  of  spending  we  assumed  that 
there  would  be  a  20  percent  reduction 
in  spending  due  to  the  face-to-face 
requirement.  We  found  similar 
reductions  in  DME  expenditures  among 
nianaged  care  enrollees  compared  to  fee 
for  service  (FFS)  beneficiaries  in  the 
Medical  Expenditure  Panel  Survey.  This 
assumption  is  fairly  speculative  but  we 
think  it  is  modest  compared  to  the 
estimates  of  fraud  and  abuse  reported 
elsewhere.  The  savings  occurs  because 
some  beneficiaries  will  not  choose  to  go 
to  the  physician  to  authorize  the  DME 


item,  some  physicians  Will  not  order  the 
items  that  would  otherwise  have  been 
provided  in  the  absence  of  the 
regulation,  and  some  suppliers  will  not 
be  able  to  achieve  a  payment  that  might 
have  occurred  through  an  unnecessary 
sale  or  outright  ft’aud. 

The  overall  net  impact  to  Medicare  of 
the  DME  face-to-face  encounter  policy  is 
$5  million  in  the  first  year  and  $30 
million  over  the  first  5  years. 

This  regulation  produces  an  extra 
benefit  that  is  difficult  to  quantify,  but 
is  an  extremely  positive  one  in  terms  of 
greater  practitioner  involvement.  By 
increasing  practitioner  interactions  with 
beneficiaries  before  ordering  DME, 
beneficiaries  would  receive  more 
appropriate  DME  and  benefiting  from 


higher  quality  care.  Beneficiaries  would 
also  benefit  from  reduced  out-of-pockets 
costs  by  not  having  to  pay  for 
unnecessary  DME.  This  accomplishes 
the  objective  of  achieving  greater 
practitioner  accountability  noted  in  the 
provisions  of  and  the  amendments  made 
by  section  6407  and  other  sections  of 
the  Affordable  Care  Act.  We  welcome, 
public  comment  on  the  benefits  of  the 
DME  face-to-face  requirement,  including 
any  data  that  could  help  quantify  the 
expected  reduction  in  fraud,  improper 
payments,  or  improved  beneficiary 
quality  of  care. 

Alternatives  Considered 

In  this  proposed  rule,  we  consider  a 
variety  of  options  and  have  sought 
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comments  on  these  options  in  other'  • 
sections  of  this  proposed  rule.  We 
expect  public  comment  on  the  way  in 
which  the  supplier  should  be  notified 
that  a  face-to-face  has  occurred  wanting 
to  limit  the  potential  burden.  We 
proposed  several  options  for  the 
physician  documentation  of  a  face-to- 
face  encounter  furnished  by  that 
physician.  We  believe  just  submitting 
the  medical  record  for  the  applicable 
date  of  service  would  create  the  least 
cost  while  still  producing  the  desired 
benefits.  In  this  proposed  rule  we  have 
also  set  forth  different  options  of  what 
physician  documentation  of  a  face-to- 
face  encounter  furnished  by  a  PA,  NP  or 
CNS  could  look  like,  in  the  hope  of 
receiving  comments  on  determining  the 
method  that  will  create  the  least 
potential  burden. 

There  are  also  options  to  change  the 
list  of  covered  DME,  either  by 
expanding  it  .to  cover  more  items  or  by 
minimizing  it  to  cover  fewer  items  with 
low  unit  costs.  We  welcome  comment 
on  our  selection  criteria. 

Finally,  there  are  other  possible 
periods  of  time  that  could  be  set  as  the 
window  w'ithin  which  face-to-face 
encounters  must  occur.  We  believe  that 
the  consistency  with  the  home  health 
rule  benefits  providers  of  services  and 
suppliers,  and  beneficiaries  but 
welcome  comment  on  this  proposal. 

4.  Non-Random  Prepayment  Review 

We  estimate  no  significant  budgetary 
impact.  We  believe  that  the  overall  costs 
for  most  providers  and  suppliers  would 
remain  the  same  unless  they  are  subject 
to  non-random  prepayment  complex 
medical  review  for  an  extended  period 
of  time. 

5.  Ambulance  Coverage — Physician 
Certification  Statement 

We  estimate  no  significant  budgetary 
impact. 

6.  Physician  Compare  Web  Site 

Section  IV.N.2.  of  this  proposed  rule 
discusses  the  background  of  the 
Physician  Compare  Web  site.  As 
described  in  section  IV.N.2.  of  this 
proposed  rule,  we  propose  to  develop 
aspects  of  the  Physician  Compare  Web 
site  in  stages.  In  the  first  stage,  which 
was  completed  in  2011,  we  posted  the 
names  of  those  eligible  professionals 
who  satisfactorily  participated  in  the 
2009  Physician  Quality  Reporting 
System.  The  second  phase  of  the  plan, 
which  was  completed  in  2012,  included 
posting  the  names  of  eligible 
professionals  who  were  successful 
electronic  prescribers  under  the  2009 
eRx  Incentive  Program,  as  well  as 
eligible  professionals  (EPs)  who 


participate  in  the  EHR  Incentive 
Program.  The  next  phase  of  the  plan 
includes  posting  of  performance 
information  with  respect  to  the  2012 
Physician  Quality  Reporting  System 
GPRO  measures  which  will  be 
completed  no  sooner  than  2013. 

We  are  proposing  to  include 
performance  information  for  the  2013 
Physician  Quality  Reporting  System 
GPRO  web  interface  measures  data  no 
sooner  than  2014,  in  addition  to  2013 
patient  experience  data  for  group 
practices  participating  in  the  2013 
Physician  Quality  Reporting  System 
GPRO.  As  reporting  of  physician 
performance  rates  and  patient 
experience  data  on  the  Physician 
Compare  Web  site  will  be  performed 
directly  by  us  using  the  data  that  we 
collect  under  the  2012  Physician 
Quality.  Reporting  System  GPRO  and 
other  data  collection  methods,  we  do 
not  anticipate  any  notable  impact  on 
eligible  professionals  with  respect  to  the 
posting  of  information  on  the  Physician 
Compare  Web  site. 

7.  Physician  Payment,  Efficiency,  and 
Quality  Improvements — Physician 
Quality  Reporting  System 

According  to  the  2010  Reporting 
Experience  Report,  a  total  of 
$391,635,495  in  Physician  Quality 
Reporting  System  incentives  was  paid 
by  CMS  for  the  2010  program  year, 
which  encompassed  168,843  individual 
eligible  professionals.  In  2010,  eligible 
professionals  earned  a  2.0  percent 
incentive  (i.e.,  a  bonus  payment  equal  to 
2.0  percent  of  the  total  allowed  part  B 
charges  for  covered  professional 
services  under  the  PFS  furnished  by  the 
eligible  professional  during  the 
reporting  period)  for  satisfactory 
reporting  under  the  Physician  Quality 
Reporting  System.  For  2013  and  2014, 
eligible  professionals  can  earn  a  0.5 
percent  incentive  for  satisfactory 
reporting,  a  reduction  of  1.5  percent 
from  2010.  Therefore,  based  on 
2010,which  is  the  latest  year  in  which 
PQRS  has  full  participation  data,  we 
would  expect  that  approximately  $97 
million  (approximately  V4  of 
$391,635,495)  in  incentive  payments 
would  be  distributed  tq  eligible 
professionals  who  satisfactorily  report. 
However,  we  expect  that,  due  to  the 
implementation  of  payment  adjustments 
beginning  in  2015,  participation  in  the 
Physician  Quality  Reporting  System 
would  rise  incrementally  to 
approximately  300,000  eligible 
professionals  and  400,000  eligible 
professionals  in  2013  and  2014, 
respectively. 

The  average  incentive  distributed  to 
each  eligible  professional  in  2010  was 


$2,157.  Taking  into  account  the  1.5 
percent  incentive  reduction  from  2.0 
percent  in  2010  to  0.5  percent  in  2013 
and  2014,  we  estimate  that  the  average 
amount  per  eligible  professional  earning 
an  incentive  in  2013  and  2014  would  be 
$539.  Therefore,  we  estimate  that  the 
Physician  Quality  Reporting  System 
would  distribute  approximately  $162 
million  ($539  x  300,000  eligible 
professionals)  and  $216  million  ($539  x 
400,000  eligible  professionals)  in 
incentive  payments  in  2013  and  2014, 
respectively.  We  believe  these  incentive 
payments  will  help  offset  the  cost  to 
eligible  professionals  for  participating  in 
the  Physician  Quality  Reporting  System 
for  the  applicable  year.  Please  note  that, 
beginning  2015,  incentive  payments  for 
satisfactory  reporting  in  the  Physician 
Quality  Reporting  System  will  cease  and 
payment  adjustments  for  not  satisfactory 
reporting  will  commence. 

We  note  that  the  total  burden 
associated  with  participating  in  the 
Physician  Quality  Reporting  System  is 
the  time  and  effort  associated  with 
indicating  intent  to  participate  in  the 
Physician  Quality  Reporting  System,  if 
applicable,  and  submitting  Physician 
Quality  Reporting  System  quality 
measures  data.  When  establishing  these 
burden  estimates,  we  assume  the 
following; 

•  The  requirements  for  reporting  for 
the  Physician  Quality  Reporting  System 
2013  and  2014  incentives  and  payment 
adjustments  for  2015  and  beyond  would 
be  established  as  proposed  in  this  2013 
Medicare  PFS  proposed  rule. 

•  For  an  eligible  professional  or  group 
practice  using  the  claims,  registry,  or 
EHR-based  reporting  mechanisms,  we 
assume  that  the  eligible  professional  or 
group  practice  would  report  on  3 
measures. 

•  With  respect  to  labor  costs,  we 
believe  that  a  billing  clerk  will  handle 
the  administrative  duties  associated 
with  participating,  while  a  computer 
analyst  will  handle  duties  related  to 
reporting  Physician  Quality  Reporting 
System  quality  measures.  According  to 
the  Bureau  of  Labor  Statistics,  the  mean 
hourly  wage  for  a  billing  clerk  is 
approximately  $1 6/hour  whereas  the 
mean  hourly  wage  for  a  computer 
analyst  is  approximately  $40/hour. 

For  an  eligible  professional  who 
wishes  to  participate  in  the  Physician 
Quality  Reporting  System  as  an 
individual,  the  eligible  professional 
need  not  indicate  his/her  intent  to 
participate.  The  eligible  professional 
may  simply  begin  reporting  quality 
measures  data.  Therefore,  these  burden 
estimates  for  individual  eligible 
professionals  participating  in  the 
Physician  Quality  Reporting  System  are 
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based  on  the  reporting  mechanism  the 
individual  eligible  professional  chooses. 
However,  we  believe  a  new  eligible 
professional  or  group  practice  would 
spend  5  hours — which  includes  2  hours 
to  review  the  Physician  Quality 
Reporting  System  measures  list,  review 
the  various  reporting  options,  and  select 
a  reporting  option  and  measures  on 
which  to  report  and  3  hours  to  review 
the  measure  specifications  and  develop 
a  mechanism  for  incorporating  reporting 
of  the  selected  measures  into  their  office 
work  flows.  Therefore,  we  believe  that 
the  initial  administrative  costs 
associated  with  participating  in  the 
Physician  Quality  Reporting  System 
would  be  approximately  $80  ($16/hour 
X  5  hours). 

With  respect  to  an  eligible 
professional  who  participates  in  the 
Physician  Quality  Reporting  System  via 
claims,  the  eligible  professional  must 
gather  the  required  information,  select 
the  appropriate  quality  data  codes 
(QDCs),  and  include  the  appropriate 
QDCs  on  the  claims  they  submit  for 
payment.  The  Physician  Quality 
Reporting  System  collects  QDCs  as 
additional  (optional)  line  items  on  the 
existing  HIPAA  transaction  837-P  and/ 
or  CMS  Form  1500  (OCN:  0938-0999). 
Based  on  our  experience  with  Physician 
Voluntary  Reporting  Program  (PVRP), 
we  continue  to  estimate  that  the  time 
needed  to  perform  all  the  steps 
necessary  to  report  each  measure  via 
claims  will  range  from  0.25  minutes  to 
12  minutes,  depending  on  the 
complexity  of  the  measure.  Therefore, 
the  time  spent  reporting  3  measures 
would  range  from  0.75  minutes  to  36 
minutes.  Using  an  average  labor  cost  of 
$40/hour,  we  estimate  that  time  cost  of 
reporting  for  an  eligible  professional  via 
claims  would  range  from  $0.50  (0.75 
minutes  x  $40/hour)  to  $24.00  (36 
minutes  x  $40/hour)  per  reported  case. 
With  respect  to  how  many  cases  an 
eligible  professional  would  report  when 
using  the  claims-based  reporting 
mechanism,  we  proposed  that  an 
eligible  professional  would  need  to 
report  on  50  percent  of  the  eligible 
professional’s  applicable  cases.  The 
actual  number  of  cases  on  which  an 
eligible  professional  would  report 
would  vary  depending  on  the  number  of 
the  eligible  professional’s  applicable 
cases.  However,  in  prior  years,  when  the 
reporting  threshold  was  80  percent,  we 
found  that  the  median  number  of 
reporting  cases  for  each  measure  was  9. 
Since  we  are  proposing  to  reduce  the 
reporting  threshold  to  50  percent,  we 
estimate  that  the  average  number  of 
reporting  cases  for  each  measure  would 
be  reduced  to  6.  Based  on  these 


estimates,  we  estimate  that  the  total  cost 
of  reporting  for  an  eligible  professional 
choosing  the  claims-based  reporting 
mechanism  would  range  from  ($0.50/ 
per  reported  case  x  6  reported  cases) 

$3.00  to  ($24.00/^orted  case  x  6 
reported  cases)  $144. 

We  note  that,  for  the  2015  and  2016 
PQRS  payment  adjustments,  we  are 
proposing  an  administrative  claims 
reporting  option  for  eligible 
professionals  and  group  practices.  The 
burden  associated  with  reporting  using 
the  administrative  claims  reporting 
option  is  the  time  and  effort  associated 
with  using  this  option.  To  submit 
quality  measures  data  for  PQRS  using 
the  administrative  claims  reporting 
option,  an  eligible  professional  or  group 
practice  would  need  to  (1)  register  as  an 
administrative  claims  reporter  for  the 
applicable  payment  adjustment  and  (2) 
report  quality  measures  data.  With 
respect  to  registration,  we  believe  it 
would  take  approximately  2  hours  to 
register  for  to  participate  in  PQRS  as  an 
administrative  claims  reporter. 

Therefore,  we  estimate  that  the  cost  of 
undergoing  the  GPRO  selection  process 
will  be  ($16/hour  x.2  hours)  $32.  With 
respect  to  reporting,  we  note  that  any 
burden  associated  with  reporting  would 
be  negligible,  as  an  eligible  professional 
or  group  practice  would  not  be  required 
to  attach  reporting  G-codes  on  the 
claims  they  submit.  Rather,  CMS  would 
bear  the  burden  of  reporting  with 
respect  to  selecting  which  measures  to 
report.  We  note  that  there  would  be  no 
additional  burden  on  the  eligible 
professional  or  group  practice  to  submit 
these  claims,  as  the  eligible  professional 
or  group  practice  would  have  already 
submitted  the^e  claims  for 
reimbursement  purposes. 

With  respect  to  an  eligible 
professional  or  group  practice  who 
participates  in  the  Physician  Quality 
Reporting  System  via  a  qualified 
registry,  direct  EHR  product,  or  EHR 
data  submission  vendor  product,  we 
believe  there  would  be  little  to  no 
burden  associated  for  an  eligible 
professional  to  report  Physician  Quality 
Reporting  System  quality  measures  data 
to  CMS,  because  the  selected  reporting 
mechanism  submits  the  quality 
measures  data  for  the  eligible 
professional.  While  we  note  that  there 
may  be  start-up  costs  associated  with 
purchasing  a  qualified  registry,  direct 
EHR  product,  or  EHR  data  submission 
vendor,  we  believe  that  an  eligible 
professional  or  group  practice  would 
not  purchase  a  qualified  registry,  direct 
EHR  product,  or  EHR  data  submission 
vendor  product  solely  for  the  purpose  of 
reporting  Physician  Quality  Reporting 
System  quality  measures.  Therefore,  we 


have  not  included  the  cost  of 
purchasing  a  Qualified  registry,  direct 
EHR,  or  EHR  data  submission  vendor 
product  in  our  burden  estimates. 

Unlike  eligible  professionals  who 
choose  to  report  individually,  we  note 
that  eligible  professionals  choosing  to 
participate  as  part  of  a  group  practice 
under  the  GPRO  must  indicate  their 
intent  to  participate  in  the  Physician 
Quality  Reporting  System  as  a  group 
practice.  The  total  burden  for  group 
practices  who  submit  Physician  Quality 
Reporting  System  quality  measures  data 
via  the  proposed  GPRO  web-interface 
would  be  the  time  and  effort  associated 
with  submitting  this  data.  To  submit 
quality  measures  data  for  the  Physician 
Quality  Reporting  System,  a  group 
practice  would  need  to  (1)  be  selected 
to  participate  in  the  Physician  Quality 
Reporting  System  GPRO  and  (2)  report 
quality  measures  data.  With  respect  to 
the  administrative  duties  for  being 
selected  to  participate  in.  the  Physician 
Quality  Reporting  System  as  a  GPRO, 
we  believe  it  would  take  approximately 
6  hours — including  2  hours  to  decode  to 
participate  in  the  Physician  Quality 
Reporting  System  as  a  GPRO,  2  hours  to 
self-nominate,  and  2  hours  to  undergo 
the  vetting  process  with  CMS  officials — 
for  a  group  practice  to  be  selected  to 
participate  in  the  Physician  Quality 
Reporting  System  GPRO  for  the 
applicable  year.  Therefore,  we  estimate 
that  the  cost  of  undergoing  the  GPRO 
selection  process  would  be  ($1 6/hour  x 
6  hours)  $96.  With  respect  to  reporting, 
the  total  reporting  burden  is  the  time 
and  effort  associated  with  the  group 
practice  submitting  the  quality  measures 
data  (that  is,  completed  the  data 
collection  interface).  Based  on  burden 
estimates  for  the  PGP  demonstration, 
which  uses  the  same  data  submission 
methods,  we  estimate  the  burden 
associated  with  a  group  practice 
completing  the  data  collection  interface 
would  be  approximately  79  hours. 
Therefore,  we  estimate  that  the  report 
cost  for  a  group  practice  to  submit 
Physician  Quality  Reporting  System 
quality  measures  data  for  the  proposed 
reporting  options  hi  an  applicable  year 
would  be  ($40/hour  x  79  hours)  $3,160. 

Eligible  professionals  who  wish  to 
quality  for  an  additional  0.5% 
Maintenance  of  Certification  Program 
incentive  must  “more  frequently’’  than 
is  required  to  qualify  for  or  maintain 
board  certification  status  participate  in 
a  qualified  Maintenance  of  Certification 
Program  for  2013  and/or  2014  and 
successfully  complete  a  qualified 
Maintenance  of  Certification  Program 
practice  assessment  for  the  applicable 
year.  Although  we  understand  that  there 
is  a  cost  associated  with  participating  in 
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a  Mainteneince  of  Certification  Board, 
we  believe  that  most  of  the  eligible 
professionals  attempting  to  earn  this 
additional  incentive  would  already  be 
enrolled  in  a  Maintenance  of 
Certification  board  for  reasons  other 
than  earning  the  additional 
Maintenance  of  Certification  Program 
incentive.  Therefore,  the  burden  to  earn 
this  additional  incentive  would  depend 
on  what  a  certification  board  establishes 
as  “more  frequently”  and  the  time 
needed  to  complete  the  practice 
assessment  component.  We  expect  that 
the  amount  of  time  needed  to  complete 
a  qualified  Maintenance  of  Certification 
Program  practice  assessment  would  be 
spread  out  over  time  since  a  quality 
improvement  component  is  often 
required.  With  respect  to  the  practice 
assessment  component,  acco^ing  to  an 
informal  poll  conducted  by  ABMS  in 
2012,  the  time  an  individual  spends  to 
complete  the  practice  assessment 
component  of  the  Maintenance  of 
Certification  ranges  from  8-12  hours. 

Aside  from  the  burden  of  eligible 
professionals  and  group  practices 
participating  in  the  Physician  Quality 
Reporting  System,  we  believe  that 
registry,  direct  EHR,  and  EHR  data 
submission  vendor  products  incur  costs 
associated  with  participating  in  the 
Physician  Quality  Reporting  System. 

With  respect  to  qualified  registries, 
the  total  burden  for  qualified  registries 
who  submit  Physician  Quality 
Reporting  System  Quality  Measures 
Data  would  be  the  time  and  effort 
associated  with  submitting  this  data.  To 
submit  quality  measures  data  for  the 
proposed  program  years  for  Physician  . 
Quality  Reporting  System,  a  registry 


would  need  to  (1)  become  qualified  for 
the  applicable  year  and  (2)  report 
quality  measures  data  on  behalf  of  its 
eligible  professionals.  With  respect  to 
administrative  duties  related  to  the 
qualification  process,  we  estimate  that  it 
will  take  a  total  of  10  hours — including 
1  hour  to  complete  the  self-nomination 
statement,  2  hours  to  interview  with 
CMS,  2  hours  to  calculate  numerators, 
denominators,  and  measure  results  for 
each  measure  the  registry  wishes  to 
report  using  a  CMS-provided  measure 
flow,  and  5  hours  to  complete  an  XML 
submission — to  become  qualified  to 
report  Physician  Quality  Reporting 
System  quality  measures  data. 

Therefore,  we  estimate  that  it  would 
cost  a  registry  approximately  ($16.00/ 
hour  X  10  hours)  $160  to  become 
qualified  to  submit  Physician  Quality 
Reporting  System  quality  measures  data 
on  behalf  of  its  eligible  professionals. 

With  respect  to  the  reporting  of 
quality  measures  data,  we  believe  the 
burden  associated  with  reporting  is  the 
time  and  effort  associated  with  the 
registry  calculating  quality  measures 
results  ft-om  the  data  submitted  to  the 
registry  by  its  eligible  professionals, 
submitting  numerator  and  denominator 
data  on  quality  measures,  and 
calculating  these  measure  results.  We 
believe,  however,  that  registries  already 
perform  these  functions  for  its  eligible 
professionals  irrespective  of 
participating  in  the  Physician  Quality 
Reporting  System.  Therefore,  we  believe 
there  would  be  little  to  no  additional 
burden  associated  with  reporting 
Physician  Quality  Reporting  System 
quality  measures  data.  Whether  there  is 
any  additional  reporting  burden  will 


vary  with  each  registry,  depending  on 
the  registry’s  level  of  savvy  with 
submitting  quality  measures  data  for  the 
Physician  Quality  Reporting  System. 

With  respect  to  EHR  products,  the 
total  burden  for  direct  EHR  products 
and  EHR  data  submission  vendors  who 
submit  Physician  Quality  Reporting 
System  Quality  Measures  Data  would  be 
the  time  and  effort  associated  with 
submitting  this  data.  To  submit  quality 
measures  data  for  the  proposed  program 
years  under  the  Physician  Quality 
Reporting  System,  a  direct  EHR  product 
or  EHR  data  submission  vendor  would 
need  to  report  quality  measures  data  on 
behalf  of  its  eligible  professionals. 

Please  note  that  we  are  not  proposing  to 
continue  to  require  direct  EHR  products 
and  EHR  data  submission  vendors  to 
become  qualified  to  submit  Physician 
Quality  Reporting  System  quality 
measures  data.  With  respect  to  reporting 
quality  measures  data,  we  believ  c  the 
burden  associated  with  the  EHR  vendor 
programming  its  EHR  product(s)  to 
extract  the  clinical  data  that  the  eligible 
professional  must  submit  to  CMS  would 
depend  on  the  vendor’s  familiarity  with 
the  Physician  Quality  Reporting  System 
and  the  vendor’s  system  and 
programming  capabilities.  We  believe  it 
would  take  a  vendor  approximately  40 
hours  (for  experienced  vendors)  to  200 
hours  (for  first-time  vendor  participants) 
to  submit  Physician  Quality  Reporting 
System  quality  measures  data. 

Therefore,  we  estimate  that  it  would 
cost  an  EHR  vendor  ($40/hour  x  40 
hours)  $1,600  to  $8,000  to  submit 
Physician  Quality  Reporting  System 
quality  rreasures  data  for  its  eligible 
professionals. 


Table  91— Estimated  Costs  for  Reporting  Physician  Quality  Reporting  System  Quality  Measures  Data  for 

Eligible  Professionals' 


Estimated  ! 
hours 

Estimated 

cases 

Number  of 
measures 

^  I 

Hourly  rate 

Total  cost 

Individual  Eligible  Professional  (EP):  Preparation  . 

5.0 

1 

N/A 

$16 

$80 

Individual  EP;  Claims . 

0.2 

6 

3 

40 

144 

Individual  EP;  Administrative  Claims  . 

2 

1 

N/A 

16 

32 

Individual  EP;  Registry . 

N/A 

1 

N/A 

N/A 

* 

Individual  EP:  EHR  . 

N/A 

1 

N/A 

N/A 

* 

Group  Practice:  Self-Nomination  . . 

6.0 

1 

N/A 

16 

96 

Group  Practice:  Reporting  . 

79 

1 

N/A 

40 

3,160 

*Minimals. 


Table  92— Estimated  Costs  to  Vendors  To  Participate  in  the  Physician  Quality  Reporting  System 


Estimated  hours 


Hourly  rate 


Total  cost 


Registry;  Self-Nomination 
EHR:  Programming . 


10 

40-200 


$40 

40 


$400  I 

1,600-1,800  I 
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8.  Electronic  Prescribing  (eRx)  Incentive 
Program 

Please  note  that  the  requirements  for 
becoming  a  successful  electronic 
prescriber  for  the  2013  incentive  and 
2014  payment  adjustment  were 
established  in  the  CY  2012  MPFS  final 
rule  with  comment  period.  The 
proposed  provisions  contained  in  this 
CY  2013  MPFS  proposed  rule  would 
make  additional  changes  to  the 
requirements  for  the  2013  incentive  and 
2014  payment  adjustment  for  group 
practices.  Specifically,  CMS  is 
proposing  to  add  a  new  criterion  for 
being  a  successful  electronic  prescriber 
for  the  2013  incentive  and  2014 
payment  adjustments  for  group 
practices  of  2-24  eligible  professionals 
given  that  CMS  is  proposing  to  modify 
the  definition  of  group  practice. 

However,  we  note  that  any  additional 
impact  a  result  of  this  proposal  would 
be  minimal,  as  it  is  our  understanding 
the  eligible  professionals  who  would 
use  this  new  reporting  option  are 
already  participating  in  the  eRx 
Incentive  Program  as  individual  eligible 
professionals. 

For  the  reasons  stated,  the  proposals 
would  have  no  additional  impact  other 
than  the  impact  of  the  2013  and  2014 
payment  adjustments  described  in  the 
CY  2012  MPFS  final  rule  with  comment 
period. 

9.  Medicare  Shared  Savings  Program 

Please  note  that  the  requirements  for 
participating  in  the  Medicare  Sharfed 
Saving  Program  and  the  impacts  of  these 
requirements  were  established  in  the 
final  rule  for  the  Medicare  Shared 
Savings  Program  that  appeared  in  the 
Federal  Register  on  November  2,  2011 
(76  FR  67962).  The  proposals  for  the 
Medicare  Shared  Savings  Program  set 
forth  in  the  CY  2013  MPFS  proposed 
rule  impose  requirements  that  eligible 
professionals  in  group  practices  within 
accountable  care  organizations  would 
need  to  satisfy  for  purposes  of  the  PQRS 
payment  adjustment  under  the  Medicare 
Shared  Savings  Program  as  the 
proposals  related  to  the  ACOs  for  the 
PQRS  payment  adjustment  mirror  the 
requirements  that  were  established  for 
earning  the  PQRS  incentives. 

10.  Medicare  EHR  Incentive  Program 

Please  note  that  the  requirements  for 
reporting  clinical  quality  measures 
(CQMs)  to  achieve  meaningful  use 
under  Stage  1  for  the  EHR  Incentive 
Program  were  established  in  a 
standalone  final  rule  published  on  July 
28,  2010  (75  FR  44544).  The  proposals 
contained  in  this  CY  2013  MPFS 
proposed  rule  merely  propose  methods 


to  report  CQMs  to  meet  the  CQM 
objective  for  achieving  meaningful  use 
under  Stage  1  for  the  EHR  Incentive 
Program.  Therefore,  the  impacts  to  the 
proposal  we  are  making  to  extend  the 
use  of  attestation  and  the  Physician 
Quality  Reporting  System-Medicare 
EHR  Incentive  Pilot  to  report  CQMs 
were  absorbed  in  the  impacts  discussion 
published  in  the  EHR  Incentive  Program 
final  rule  published  on  July  28,  2010. 

11.  Chiropractic  Services  Demonstration 

As  discussed  in  section  III  of  this  rule 
with  comment  period,  we  are 
continuing  the  recoupment  of  the  $50 
million  in  expenditures  from  this 
demonstration  in  order  to  satisfy  the  BN 
requirement  in  section  651(f)(1)(B)  of 
the  MMA.  We  initiated  this  recoupment 
in  CY  2010  and  this  will  be  the  fourth 
year.  As  discussed  in  the  CY  2010  PFS 
final  rule  with  comment  period,  we 
finalized  a  polioy  to  recoup  $10  million 
each  year  through  adjustments  to  the 
PFS  for  all  chiropractors  in  CY  s  2010 
through  2014.  To  implement  this 
required  BN  adjustment,  we  are 
recouping  $10  million  in  CY  2013  by 
reducing  the  payment  amount  under  the 
PFS  for  the  chiropractic  CPT  codes  (that 
is,  CPT  codes  98940,  98941,  and  98942) 
by  approximately  2  percent. 

11.  Physician  Value-Based  Payment 
Modifier  and  the  Physician  Feedback 
Reporting  Program 

The  proposed  changes  to  the 
Physician  Feedback  Program  in  section 
IV. I.  of  this  proposed  rule  would  not 
impact  CY  2013  physician  payments 
under  the  PFS.  However,  we  expect  that 
our  proposals  to  use  the  Physician 
Quality  Reporting  System  (PQRS) 
quality  measures  in  the  Physician 
Feedback  reports  and  in  the  value 
modifier  to  be  implemented  in  CY  2015 
may  result  in  increased  participation  in 
the  PQRS  in  CY  2013.  We  anticipate 
that  as  we  approach  implementation  of 
the  value  modifier,  physicians  will 
increasingly  participate  in  the  PQRS  to 
determine  and  understand  how  the 
value  modifier  could  affect  their 
payments. 

12.  Medicare  Coverage  of  Hepatitis  B 
Vaccine:  Modification  of  High  Risk 
Groups  Eligible  for  Medicare  Part  B 
Coverage  of  Hepatitis  B  Vaccine 

As  discussed  in  section  III  of  this 
proposed  rule,  section  1861(s)(10)(B)  of 
the  Act  authorizes  Medicare  coverage  of 
hepatitis  B  vaccine  and  its 
administration  if  furnished  to  an 
individual  who  is  at  high  or 
intermediate  risk  of  contracting 
hepatitis  B,  as  determined  by  the 
Secretary  under  regulations.  Our  current 


regulations  are  established  at  42  CFR 
410.63.  We  are  proposing  to  modify 
§  410.63(a)(1)  by  adding  persons 
diagnosed  with  diabetes  mellitus  to  the 
high  risk  group.  While  it  is  estimated 
that  approximately  23  percent  of  non- 
institutionalized  Medicare  beneficiaries 
are  diagnosed  with  diabetes  mellitus,  it 
is  unclear  how  many  of  these 
beneficiaries  will  obtain  these  services. 
Therefore,  the  estimated  impact  of 
adding  persons  diagnosed  with  diabetes 
mellitus  to  the  high  risk  group  eligible 
for  coverage  of  hepatitis  B  vaccine  and 
its  administration  is  unknown  for  CY 
2013. 

13.  Existing  Standards  for  E-prescribing 
Under  Medicare  Part  D  and 
Identification  and  Lifting  the  LTC 
Exemption 

The  e-prescribing  standard  updates 
that  are  proposed  in  this  section  of  the 
proposed  rule  imposes  no  new 
requirements  as  the  burden  in  using  the 
updated  standards  is  anticipated  to  be 
the  same  as  using  the  old  standards.  We 
believe  that  prescribers  and  dispensers 
that  are  now  e-prescribing  largely 
invested  in  the  hardware,  software,  and 
connectivity  necessary  to  e-prescribe. 

We  do  not  anticipate  that  the  retirement 
of  NCPDP  SCRIPT  8.1  in  favor  of 
NCPDP  SCRIPT  10.6  will  result  in 
significant  costs.  We  also  believe  the 
same  holds  true  for  the  standard 
updates  for  NCPDP  Formulary  and 
Benefits  3.0.  The  backward  compatible 
Formulary  and  Benefits  3.0  imposfes  no 
new  requirements  on  entities  that  are 
already  e-prescribing.  Entities  that 
choose  to  use  Formulary  and  Benefits 
3.0  would  be  doing  so  voluntarily. 

The  proposed  removal  of  the  LTC 
exception  to  the  NCPDP  SCRIPT 
standard  would  impose  a  small  burden 
on  the  LTC  industry.  LTC  entities  who 
use  and  developed  proprietary  solutions 
may  need  to  invest  in  software 
programming  updates  if  they  had  not 
already  incorporated  the  Part  D  e- 
prescribing  standards  in  their  solutions. 
It  is  reasonable  to  assume  that  a  small 
number  of  proprietary  solutions  would 
have  to  modify  their  software  in  order 
to  adhere  to  the  adopted  e-prescribing 
standards.  Other  cost  may  be  incurred 
though  staff  training  on  the  use  of  the 
e-prescribing  standards  and  the  use  of 
an  e-prescribing  solution  if  adopted  by 
a  LTC  facility.  Additional  training  cost 
may  involve  prescribers  and  dispensers 
learning  the  new  workflows  that  an 
electronic  prescription  may  or  may  not 
require. 

/.  Alternatives  Considered 

This  proposed  rule  contains  a  range  of 
policies,  including  some  provisions 
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related  to  specific  statutory  provisions. 
The  preceding  preamble  provides 
descriptions  of  the  statutory  provisions 
that  are  addressed,  identifies  those 
policies  when  discretion  has  been 
exercised,  presents  rationale  for  our 
final  policies  and,  where  relevemt, 
alternatives  that  were  considered. 

/.  Impact  on  Beneficiaries 

There  are  a  number  of  changes  in  this 
proposed  rule  that  would  have  an  effect 
on  beneficiaries.  In  general,  we  believe 
that  many  of  the  proposed  changes, 
including  the  refinements  of  the  PQRS 
with  its  focus  on  measuring,  submitting, 
and  analyzing  quality  data;  establishing 
the  basis  for  the  value-based  payment 
modifier  to  adjust  physician  payment 
beginning  in  CY  2015;  creating  a 
separate  payment  for  post-discharge 
transitional  care  management  services 
in  the  30  days  after  a  beneficiary  has 
been  discharged  from  an  inpatient 
hospital  admission,  from  outpatient 
observation  services  and  partial 
hospitalization  program,  from  a  SNF,  or 


from  a  CMHC;  improved  accuracy  in 
payment  through  revisions  to  the  inputs 
used  to  calculate  payments  under  the 
PFS  for  certain  radiation  therapy 
services;  capital  interest  rate 
assumptions;  multiple  procedure 
payment  reduction  for  ophthalmology 
and  cardiovascular  diagnostic  tests;  and 
revisions  to  payment  for  Part  B  drugs 
will  have  a  positive  impact  and  improve 
the  quality  and  value  of  care  furnished 
to  Medicare  beneficiaries. 

Most  of  the  aforementioned  proposed 
policy  changes  could  result  in  a  change 
in  beneficiary  liability  as  it  relates  to  , 
coinsurance  (which  is  20  percent  of  the 
fee  schedule  amount  if  applicable  for 
the  particular  provision  after  the 
beneficiary  has  met  the  deductible).  To 
illustrate  this  point,  as  shown  in  Table 
85,  the  CY  2012  national  payment 
amount  in  the  nonfacility  setting  for 
CPT  code  99203  (Office/outpatient  visit, 
new)  is  $105.18  which  means  that  in  CY 
2012  a  beneficiary  would  be  responsible 
for  20  percent  of  this  amount,  or  $21.04. 
Based  on  this  proposed  rule,  using  the 


current  (CY  2012)  CF  of  34.0376,  the  CY 
2013  national  payment  amount  in  the 
nonfacility  setting  for  CPT  code  99203, 
as  shown  in  Table  85,  is  $106.31,  which 
means  that,  in  CY  2013,  the  proposed 
beneficiary  coinsurance  for  this  service 
would  be  $21.26 

K.  Accounting  Statement 

As  required  by  OMB  Circular  A-4 
(available  at  http:// 
www.whitehouse.gov/omb/circuIars/ 
a004/a-4.pdf),  in  Table  93  (Accounting 
Statement),  we  have  prepared  an 
accounting  statement  showing  the 
estimated  expenditures  associated  with 
this  proposed  rule.  This  estimate 
includes  the  estimated  FY  2012  cash 
benefit  impact  associated  with  certain 
Affordable  Care  Act  and  MCTRJCA 
provisions,  and  the  CY  2013  incurred 
benefit  impact  associated  with  the 
estimated  CY'2013  PFS  conversion 
factor  update  based  on  the  Mid-Session 
Review  of  the  FY  2013  President’s 
Budget  baseline. 


Table  93— Accounting  Statement:  Classification  of  Estimated  Expenditures 


Category 

Transfers 

CY  201 3  Annualized  Monetized  T ransfers  . 

From  Whom  To  Whom?  ....*. . 

CY  2013  Annualized  Monetized  Transfers  . 

From  Whom  To  Whom? . 

Estimated  decrease  in  expenditures  of  $23.5  billion  for  PFS  conversion 
factor  update. 

Federal  Government  to  physicians,  other  practitioners  and  providers 
and  suppliers  who  receive  payment  under  Medicare. 

Estimated  increase  in  payment  of  162  millions. 

Federal  Government  to  eligible  professionals  participated  in  (Physician 
Quality  Reporting  System  (PQRS). 

Table  94 — Accounting  Statement: 
Classification  of  Estimated  Costs,  Transfer,  and  Savings 

[$  In  Millions] 


Category 

Benefit 

Qualitative  (unquantified)  benefits  of  fraud,  waste,  and  abuse  pre¬ 
vented,  and  of  improved  quality  of  services  to  patients  improved 
quality  of  services  to  patients. 

No  precise  estimate  available. 

' 

Category 

Cost 

CY  2013  Annualized  monetized  costs  of  beneficiary  travel  time  . 

$9.37  millions. 

Category 

Transfer' 

CY  2013  Annualized  Monetized  Transfers  of  beneficiary  cost  coinsur¬ 
ance. 

From  Whom  To  Whom? . . . . . 

$10  millions. 

Beneficiaries  to  Federal  Government. 

Category 

Transfer 

CY  2013  Medicare  face-to-face  visit  and  G-code  payments  . 

From  Whom  To  Whom? . 

$16.2  millions. 

Federal  Government  to  DME  providers. 

L.  Conclusion 

The  analysis  in  the  previous  sections, 
together  with  the  remainder  of  this 
preamble,  provides  an  initial 


“Regulatory  Flexibility  Analysis.’’  The 
previous  analysis,  together  with  the 
remainder  of  this  preamble,  provides  a 
Regulatory  Impact  Analysis. 


In  accordance  with  the  provisions  of 
Executive  Order  12866,  this  regulation 
was  reviewed  by  the  Office  of 
Management  and  Budget. 
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List  of  Subjects  ;  i  1  .  < 

42  CFR  Part  410‘ 

Health  facilities,  Health  professions. 
Kidney  diseases.  Laboratories, 

Medicare,  Reporting  and  recordkeeping 
requirements.  Rural  areas.  X-rays. 

42  CFR  Part  414 

Administrative  practice  and 
procedure.  Health  facilities.  Health 
professions.  Kidney  diseases.  Medicare, 
Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  415 

Health  facilities.  Health  professions. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  421 

Administrative  practice  and 
procedure.  Health  facilities.  Health 
professions.  Medicare,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  423 

Administrative  practice  and 
procedure.  Emergency  medical  services. 
Health  facilities.  Health  maintenance 
organizations  (HMO).  Health 
professionals.  Medicare,  Penalties, 
Privacy,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  425 

Administrative  practice  and 
procedure.  Health  facilities.  Health 
professions.  Medicare,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  486 

Grant  programs-health.  Health 
facilities.  Medicare,  Reporting  and 
recordkeeping  requirements.  X-rays. 

42  CFR  Part  495 

Administrative  practice  and 
procedure.  Electronic  health  records. 
Health  facilities.  Health  professions. 
Health  maintenance  organizations 
(HMO),  Medicaid,  Medicare,  Penalties, 
Privacy,  Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  forth  in  the 
preamble,  the  Centers  for  Medicare  & 
Medicaid  Services  propose  to  amend  42 
CFR  chapters  IV  as  set  forth  below; 

PART  410— SUPPLEMENTARY 
MEDICAL  INSURANCE  (SMI) 
BENEFITS 

1.  The  authority  citation  for  part  410 
.continues  to  read  as  follows: 

Authority:  Secs.  1102, 1834, 1871, 1881, 
and  1893  of  the  Social  Security  Act  (42 
U.S.C.  1302.  1395m,  1395hh,  and  1395ddd. 

2.  Section  410.32  is  arnended  by — 


A.  Revising  paragraphs  (b)(2)(iii) 
introductory  text,  (d)(2)(i),  and  (e). 

B.  Redesignating  paragraphs  (c)(2)  and 

(c)(3)  as  paragraphs  (c)(3)  and  (c)(4), 
respectively. 

C.  Adding  new  paragraph  (c)(2) 

The  revisions  and  addition  read  as 

follows: 

§  41 0.32  Diagnostic  x-ray  tests,  diagnostic 
iaboratory  tests,  and  other  diagnostic  tests: 
Conditions. 

it  it  -k  ic  it 

(b)  *  *  * 

(2)  *  *  * 

(iii)  Diagnostic  psychological  and 
neuropsychological  testing  services 
when — 

***** 

(c)  *  *  * 

(2)  These  services  are  ordered  by  a 
physician  as  provided  in  (a)  or  by  a 
nonphysician  practitioner  as  provided 
in  (a)(2)  of  this  section. 

(d)  *  *  * 

(2)  *  *  * 

(i)  Ordering  the  service.  The  physician 
or  (qualified  nonphysician  practitioner, 
as  defined  in  paragraph  (a)(2)  of  this 
section),  who  orders  the  service  must 
maintain  documentation  of  medical 
necessity  in  the  beneficiary’s  medical 
record. 

***** 

(e)  Diagnostic  laboratory  tests 
furnished  in  hospitals  and  CAHs.  The 
provisions  of  paragraphs  (a)  and  (d)(2) 
through  (d)(4)  of  this  section,  inclusive, 
of  this  section  apply  to  all  diagnostic 
laboratory  test  furnished  by  hospitals 
and  CAHs  to  outpatients. 

§410.37  [Amended] 

3.  Amend  §  410.37  by— 

A.  Revising  paragraph  (a)(lj(iii)  by 
removing  the  phrase  “In  the  case  of  an 
individual  at  high  risk  for  colorectal 
cancer,’’. 

B.  Removing  paragraph  (g)(1). 

C.  Redesignating  paragraphs  (g)(2) 
through  (g)(4)  as  paragraph  (g)(1) 
through  (g)(3),  respectively. 

D.  In  newly  redesignated  paragraph 
(g)(1),  removing  the  reference  “(g)(4)’’ 
and  adding  in  its  place  the  reference 
“(g)(3)’’. 

4.  Section  410.38  is  amended  by 
revising  paragraph  (g)  to  read  as  follows: 

§410.38  Durable  medical  equipment: 
Scope  and  conditions. 
***** 

(g)(1)  Items  requiring  a  written  order. 
As  a  condition  of  payment.  Specified 
Covered  Items  (as  described  in 
paragraph  (g)(2)  of  this  section)  require 
a  written  order  that  meets  the 
requirements  in  paragraphs  (g)(3)  and 
(4)  of  this  section  before  delivery  of  the 
item. 


(2)  Specified  covered  items,  (i) 
Specified  Covered  Items  are  items  of 
durable  medical  equipment  that  CMS 
has  specified  in  accordance  with  section 
1834(a)(ll)(B)(i)  of  the  Act.  A  list  of 
these  items  is  updated  annually  in  the 
Federal  Register. 

(ii)  The  list  of  Specified  Covered 
Items  includes  the  following: 

(A)  Any  item  described  by  a 
Healthcare  Common  Procedure  Coding 
System  (HCPCS)  code  for  the  following 
types  of  durable  medical  equipment; 

(1)  Transcutaneous  electrical  nerve 
stimulation  (TENS)  unit. 

(2)  Rollabout  chair. 

(3)  Wheelchair  accessories. 

(4)  Oxygen  and  respiratory 
equipment. 

(5)  Hospital  beds  and  accessories. 

(6)  Traction-cervical. 

(B)  Any  item  of  durable  medical 
equipment  that  appears  on  the  Durable 
Medical  Equipment,  Prosthetics, 
Orthotics,  and  Supplies  Fee  Schedule 
with  a  price  ceiling  at  or  greater  than 
$1,000. 

(C)  Any  other  item  of  durable  medical 
equipment  that  CMS  adds  to  the  list  of 
Specified  Covered  Items  through  the 
notice  and  comment  rulemaking  process 
in  order  to  reduce  the  jrisk  of  fraud, 
waste,  and  abuse. 

(iii)  The  list  of  specific  covered  items 
excludes  the  following: 

(A)  Any  item  that  is  no  longer  covered 
by  Medicare. 

(B)  Any  HCPCS  code  that  is 
discontinued. 

(3)  Face-to-face  encounter 
requirements,  (i)  For  orders  issued  in 
accordance  with  paragraphs  (g)(1)  and 
(2)  of  this  section,  as  a  condition  of 
payment  for  the  Specified  Covered  Item, 
all  of  the  following  must  occur: 

(A)  The  physician  must  document 
and  communicate  to  the  DME  supplier 
that  the  physician  or  a  physician 
assistant,  a  nurse  practitioner,  or  a 
clinical  nurse  specialist  has  had  a  face- 
to-face  encounter  with  the  beneficiary 
on  the  date  of  the  written  order  or 
during  either  of  the  following: 

(1)  Up  to  90  days  before  the  date  of 
the  written  order. 

(2)  Within  30  days  after  the  date  that 
the  order  is  written. 

(B)  During  the  face-to-face  encounter 
the  physician,  a  physician  assistant,  a 
nurse  practitioner,  or  a  clinical  nurse 
specialist  must  conduct  a  needs 
assessment,  evaluate,  or  treat  the 
beneficiary  for  the  medical  condition 
that  supports  the  need  for  each  covered 
item  of  DME  ordered. 

(C)  The  face-to-face  encounter  must  be 
documented  in  the  pertinent  portion  of 
the  medical  record  (for  example, 
history,  physical  examination. 
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diagnostic  tests,  summary  of  flndings, 
diagnoses,  treatment  plans  or  other 
information  as  it  may  be  appropriate). 

(1)  For  purposes  of  paragraph  (g),  a 
face-to-face  encounter  does  not  include 
DME  items  and  services  furnished  from 
an -“incident  to”  service. 

(ii)  For  purposes  of  paragraph  (g),  a 
face-to-face  beneficiary  encounter  may 
occur  via  telehealth  in  accordance  with 
all  of  the  following: 

(A)  Section  1834(m)  of  the  Act. 

(B) (J)  Medicare  telehealth  regulations 
in  §410.78  and  §414.65  of  this  chapter; 
and 

(2)  Subject  to  the  list  of  payable 
Medicare  telehealth  services  established 
by  the  applicable  PFS. 

(4)  Written  order  issuance 
requirements:  Written  orders  issued  in 
accordance  with  paragraphs  (g)(1)  and 
(2)  of  this  section  must  include  all  of  the 
following: 

(i)  Beneficiary’s  name. 

(ii)  Item  of  DME  ordered. 

(iii)  Prescribing  practitioner  NPI. 

(iv)  Signature  of  the  prescribing 
practitioner. 

(v)  The  date  of  the  order. 

(vi)  The  beneficiary’s  diagnosis. 

.  (vii)  Necessary  proper  usage 

instructions,  as  applicable. 

(5)  Supplier’s  order  and 
documentation  requirements,  (i)  A 
supplier  must  maintain  the  written 
order  and  the  supporting  documentation 
provided  by  the  physician,  physician 
assistant,  nurse  practitioner,  or  clinical 
nurse  specialist  and  make  them 
available  to  CMS  upon  request  for  7 
years  from  the  date  of  service  consistent 
with  §424.516(0  of  this  chapter. 

(ii)  Upon  request  by  CMS  or  its 
agents,  a  supplier  must  submit 
additional  documentation  to  CMS  or  its 
agents  to  support  and  substantiate  that 
a  face-to-face  encounter  has  occurred. 

5.  Section  410.40  is  amended  by — 

A.  In  paragraph  (c)(3)(ii),  the  word 
“fro”  is  revised  to  read  “from.” 

B.  Redesignating  paragraph  (d)(2)  as 
(d)(2)(i). 

C.  Adding  paragraph  (d)(2)(ii). 

The  addition  reads  as  follows: 

§  410.40  Coverage  of  ambulance  services. 
***** 

(d)  *  *  * 

(2)  *  *  * 

(ii)  In  all  cases,  the  provider  or 
supplier  must  keep  appropriate 
documentation  on  file  and,  upon 
request,  present  it  to  the  contractor.  The 
presence  of  the  signed  physician 
certification  statement  does  not  alone 
demonstrate  that  the  ambulance 
transport  was  medically  necessary.  All 
other  program  criteria  must  be  met  in 
order  for  payment  to  be  made. 
***** 


6.  Section  410.59  is  amended  by 
adding  paragraph  (a)(4)  to  read  as 
follows: 

§410.59  Outpatient  occupational  therapy 
services:  Conditions. 

(a)  *  *  * 

(4)  Claims  submitted  for  furnished 
services  contain  prescribed  information 
on  patient  functional  limitations. 
***** 

7.  Section  410.60  is  amended  by 
adding  paragraph  (a)(4)  to  read  as 
follows: 

§  41 0.60  Outpatient  physical  therapy 
services:  Conditions. 

(a)  *  *  * 

(4)  Claims  submitted  for  furnished 
services  contain  prescribed  information 
on  patient  functional  limitations. 
***** 

8.  Section  410.61  is  amended  by 
revising  paragraph  (c)  to  read  as  follows: 

§  41 0.61  Plan  of  treatment  requirements 
for  outpatient  rehabilitation  services. 
***** 

(c)  Content  of  the  plan.  The  plan 
prescribes  the  type,  amount,  frequency, 
and  duration  of  the  physical  therapy, 
occupational  therapy,  or  speech- 
language  pathology  services  to  be 
furnished  to  the  individual,  and 
indicates  the  diagnosis  and  anticipated 
goals  that  are  consistent  with  the  patient 
function  reporting  on  claims  for 
services. 

***** 

9.  Section  410.62  is  amended  by 
adding  paragraph  (a)(4)  to  read  as 
follows: 

§410.62  Outpatient  speech-language- 
pathology  services:  Conditions  and 
exclusions. 

(a)  *  *  * 

(4)  Claims  submitted  for  furnished 
services  contain  prescribed  information 
on  patient  functional  limitations. 
***** 

10.  Section  410.63  is  amended  by 
adding  paragraph  (a)(l)(viii)  to  read  as 
follows: 

§  41 0.63  Hepatitis.  B  vaccine  and  blood 
clotting  factors:  Conditions. 

*  *  * 

(a)  *  *  * 

(D*  *  * 

(viii)  Persons  diagnosed  with  diabetes 
mellitus. 

***** 

11.  Section  410.69  is  amended  by 
adding  the  definition  “Anesthesia  and 
related  care”  to  paragraph  (b)  in 
alphabetical  order  to  read  as  follows: 


§410.69  ,  Services  of  a  certified  registered 
nurse  anesthetist  or  an  anesthesiologist’s 
assistant:  Basic  rule  and  definitions. 
***** 

(b)  *  *  * 

Anesthesia  and  related  care  includes 
medical  and  surgical  services  that  are 
related  to  anesthesia  and  that  a  CRNA 
is  legally  authorized  to  perform  by  the 
state  in  which  the  services  are 
furnished. 

***** 

12..  Section  410.78  is  amending  by 
revising  the  introductory  text  of 
paragraph  (b)  to  read  as  follows: 

§410.78  Telehealth  services. 
***** 

(b)  General  rule.  Medicare  Part  B  pays 
for  office  or  other  outpatient  visits, 
subsequent  hospital  care  services  (with 
the  limitation  of  one -telehealth  visit 
every  three  days  by  the  patient’s 
admitting  physician  or  practitioner), 
subsequent  nursing  facility  care  services 
(not  including  the  Federally-mandated  ’ 
periodic  visits  under  §  483.40(c)  and 
with  the  limitation  of  one  telehealth 
visit  every  30  days  by  the  patient’s 
admitting  physician  or  nonphysician 
practitioner),  professional  consultations, 
psychiatric  diagnostic  interview 
examination,  neurobehavioral  status 
exam,  individual  psychotherapy, 
pharmacologic  management,  end-stage 
renal  disease-related  .services  included 
in  the  monthly  capitation  payment 
(except  for  one  “hands  on”  visit  per 
month  to  examine  the  access  site), 
individual  and  group  medical  nutrition 
therapy  services,  individual  and  group 
kidney  disease  education  services, 
individual  and  group  diabetes  self¬ 
management  training  services  (except 
for  one  hour  of  “hands  on”  services  to 
be  furnished  in  the  initial  year  training 
period  to  ensure  effective  injection 
training),  individual  and  group  health 
and  behavior  assessment  and 
intervention  services,  smoking  cessation 
services,  alcohol  and/or  substance  abuse 
and  brief  intervention  services, 
screening  and  behavioral  counseling 
interventions  in  primary  care  to  reduce 
alcohol  misuse,  screening  for  depression 
in  adults,  screening  for  sexually 
transmitted  infections  (STIs)  and  high 
intensity  behavioral  counseling  (HIBC) 
to  prevent  STIs,  intensive  behavioral 
therapy  for  cardiovascular  disease,  and 
behavioral  counseling  for  obesity 
furnished  by  an  interactive 
telecommunications  system  if  the 
following  conditions  are  met: 
***** 

13.  Section  410.105  is  amended  by — 

A.  Revising  paragraph  (c)(l)(ii). 

B.  Adding  new  paragraph  (d). 
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The  revision  and  addition  read  ^ 
follows: 

§410.105  Requirement  for  coverage  of 
CORF  services. 

It  is  k  *  i( 

(c)  *  *  * 

(1)  *  *  * 

(ii)  Prescribes  the  type,  amount, 
frequency,  and  duration  of  the  services 
to  be  furnished,  and  indicates  the 
diagnosis  and  anticipated  rehabilitation 
goals  that  are  consistent  with  the  patient 
function  reporting  on  the  claims  for 
services. 

***** 

(d)  Claims  submitted  for  physical 
therapy,  occupational  therapy  or 
speech-language-pathology  services , 
contain  prescribed  information  on 
patient  functional  limitations. 

14.  Section  410.160  is  amended  by — 
'A.  Redesignating  paragraphs  (b)(8) 

through  (b)(13)  as  paragraphs  (b)(9) 
through  {b)(14). 

B.  Adding  new  paragraph  (b)(8). 

The  addition  reads  as  follows: 

§  41 0.1 60  Part  B  annual  deductible. 

***** 

(b)  *  *  * 

(8)  Beginning  January  1,  2011,  a 
surgical  service  furnished  in  connection 
with,  as  a  result  of,  and  in  the  same 
clinical  encounter  as  a  planned 
colorectal  screening  test.  A  surgical 
service  furnished  in  connection  with,  as 
a  result  of,  and  in  the  same  clinical 
encounter  as  a  colorectal  screening  test 
means — a  surgical  service  furnished  on 
the  same  date  as  a  planned  colorectal 
cancer  screening  test  as  described  in 
§  410.37  of  this  part. 
***** 

PART  414— PAYMENT  FOR  PART  B 
MEDICAL  AND  OTHER  HEALTH 
SERVICES 

15.  The  authority  citation  for  part  414 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1871,  and  1881(b)(1) 
of  the  Social  Security  Act  (42  U.S.C.  1302, 
1395hh,  and  1395rr(b)(l)). 

16.  Section  414.65  is  amended  by 
revising  paragraph  (a)(1)  to  read  as 
follows: 

§  41 4.65  Payment  for  telehealth  services. 

(a)  *  *  * 

(1)  The  Medicare  payment  amount  for 
office  or  other  outpatient  visits, 
subsequent  hospital  care  services  (with 
the  limitation  of  one  telehealth  visit 
every  3  days  by  the  patient’s  admitting 
physician  or  practitioner),  subsequent 
nursing  facility  care  services  (with  the 
limitation  of  one  telehealth  visit  every 
30  days  by  the  patient’s  admitting 


physician  or  nonphysician  practitioner), 
professional  consultations,  psychiatric 
diagnostic  interview  examination, 
neurobehavioral  status  exam,  individual 
psychotherapy,  pharmacologic 
management,  end-stage  renal  disease- 
related  services  included  in  the  monthly 
capitation  payment  (except  for  one 
“hands  on”  visit  per  month  to  examine 
the  access  site),  individual  and  group 
medical  nutrition  therapy  services, 
individual  and  group  kidney  disease 
education  services,  individual  and 
group  diabetes  self-management  training 
services  (except  for  one  hour  of  “hands 
on”  services  to  be  furnished  in  the 
initial  year  training  period  to  ensure 
effective  injection  training),  individual 
and  group  health  and  behavior 
assessment  and  intervention,  smoking 
cessation  services,  alcohol  and/or 
substance  abuse  and  brief  intervention 
services,  screening  and  behavioral 
counseling  interventions  in  primary 
care  to  reduce  alcohol  misuse,  screening 
for  depression  in  adults,  screening  for 
sexually  transmitted  infections  (STIs) 
and  high  intensity  behavioral 
counseling  (HIBC)  to  prevent  STIs, 
intensive  behavioral  therapy  for 
cardiovascular  disease,  and  behavioral 
counseling  for  obesity  furnished  via  an 
interactive  telecommunications  system 
is  equal  to  the  current  fee  schedule 
amount  applicable  for  the  service  of  the 
physician  or  practitioner. 

(i)  Emergency  department  or  initial 
inpatient  telehealth  consultations.  The 
Medicare  payment  amount  for 
emergency  department  or  initial 
inpatient  telehealth  consultations 
furnished  via  an  interactive 
telecommunications  system  is  equal  to 
the  current  fee  schedule  amount 
applicable  to  initial  hospital  care 
provided  by  a  physician  or  practitioner. 

(ii)  Follow-up  inpatient  telehealth 
consultations.  The  Medicare  payment 
amount  for  follow-up  inpatient 
telehealth  consultations  furnished  via 
an  interactive  telecommunications 
system  is  equal  to  the  current  fee  ^ 
schedule  amount  applicable  to 
subsequent  hospital  care  provided  by  a 
physician  or  practitioner. 
***** 

17.  Section  414.90  is  amended  by — 

A.  In  paragraph  (b),  revising  the 
definitions  “Group  practice”  and 
“Qualified  registry.” 

B.  Removing  the  term  “Qualified 
electronic  health  record  product”. 

C.  Adding  the  definitions 
“Administrative  claims,”  “Direct 
electronic  health  record  (EHR)  product,” 
“Electronic  health  record  (EHR)  data 
submission  vendor  product,”  an.d 
“Group  practice  reporting  option 


(GPRO)  web-interface”  in  alphabetical 
order. 

D.  Revising  paragraphs  (c)  and  (d). 

E.  Redesignating  paragraphs  (e),  (f), 

(g),  (h),  (i),  and  (j)  as  paragraphs  (fl,  (g), 

(i).  (j).  (k),  and  (1),  respectively. 

F.  Adding  new  paragraphs  (e)  and  (h). 

G.  Revising  newly  designated 
paragraphs  (fl,  (g),  and  (k). 

The  revisions  and  additions  read  as 
follows: 

§414.90  Physician  Quality  Reporting 
System. 

*****  ^ 

(b)*  *  * 

Administrative  claims  means  a 
reporting  mechanism  under  which  an 
eligible  professional  or  group  practice 
uses  claims  to  report  data  on  the 
proposed  PQRS  quality  measures. 

Under  this  reporting  mechanism,  GMS 
determines  which  measures  an  eligible 
professional  or  group  practice  reports. 

Direct  electronic  health  record  (EHR) 
product  means  an  electronic  health 
record  vendor’s  product  and  version 
that  submits  data  on  Physician  Quality 
Reporting  System  measures  directly  to 
CMS. 

Electronic  health  record  (EHR)  data 
submission  vendor  product  means  an 
electronic  health  record  vendor’s 
product  or  version  that  acts  as  em 
intermediary  to  submit  data  on 
Physician  Quality  Reporting  System 
measures  on  behalf  of  an  eligible 
professional  or  group  practice. 
***** 

Group  practice  means  a  physician 
group  practice  that  is  defined  by  a  TIN, 
with  2  or  more  individual  eligible 
professionals  (or,  as  identified  by  NPIs) 
that  has  reassigned  their  billing  rights  to 
the  TIN. 

Group  practice  reporting  option 
(GPRO)  web-interface  means  a  web 
product  developed  by  CMS  that  is  used 
by  group  practices  that  are  selected  to 
participate  in  the  group  practice 
reporting  option  (GPRO)  to  submit  data 
on  Physician  Quality  Reporting  System 
quality  measures. 

***** 

Qualified  registry  means  a  medical 
registry  or  a  maintenance  of  certification 
program  operated  by  a  specialty  body  of 
the  American  Board  of  Medical 
Specialties  that,  with  respect  to  a 
particular  program  year,  has  self- 
nominated  and  successfully  completed 
a  vetting  process  (as  specified  by  CMS) 
to  demonstrate  its  compliance  with  the 
Physician  Quality  Reporting  System 
qualification  requirements  specified  by 
CMS  for  that  program  year.  The  registry 
may  act  as  a  data  submission  vendor, 
which  has  the  requisite  legal  authority 
to  provide  Physician  Quality  Reporting 
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System  data  (as  specified  by  CMS)  on 
behalf  of  an  eligible  professional  to 
CMS.  If  CMS  finds  that  a  qualified 
registry  submits  grossly  inaccurate  data 
for  reporting  periods  occurring  in  a 
particular  year,  CMS  reserves  the  right 
to  disqualify  a  registry  for  reporting 
periods  occurring  in  the  following  year. 
***** 

(c)  Incentive  payments.  For  2007  to 
2014,  with  respect  to  covered 
professional  services  furnished  during  a 
reporting  period  by  an  eligible 
professionals  an  eligible  professional  (or 
in  the  case  of  a  group  practice  under 
paragraph  (i)  of  this  section,  a  group 
practice)  may  receive  an  incentive  if — 

(1)  There  are  any  quality  measures 
that  have  been  established  under  the 
Physician  Quality  Reporting  System  that 
are  applicable  to  any  such  services 
furnished  by  such  professional  (or  in  the 
case  of  a  group  practice  under  paragraph 

(i)  of  this  section,  such  group  practice) 
for  such  reporting  period;  and 

(2)  If  the  eligible  professional  (or  in 
tbe  case  of  a  group  practice  under 
paragraph  (j)  of  this  section,  the  group 
practice)  satisfactorily  submits  (as 
determined  under  paragraph  (g)  of  this 
section  for  the  eligible  professional  and 
paragraph  (i  of  this  section  for  the  group 
practice)  to  the  Secretary  data  on  such 
quality  measures  in  accordance  with  the 
Physician  Quality  Reporting  System  for 
such  reporting  period,  in  addition  to  the 
amount  otherwise  paid  under  section 
1848  of  the  Act,  there  also  must  be  paid 
to  the  eligible  professional  (or  to  an 
employer  or  facility  in  the  cases 
described  in  section  1842(b)(6)(A)  of  the 
Act  or,  in  the  case  of  a  group  practice 
under  paragraph  (i)  of  this  section,  to 
the  group  practice)  from  the  Federal 
Supplementary  Medical  Insurance  Trust 
Fund  established  under  section  1841  of 
the  Act  an  amount  equal  to  the 
applicable  quality  percent  (as  specified 
in  paragraph  (c)(3)  of  this  section)  of  the 
eligible  professional’s  (or,  in  the  case  of 
a  group  practice  under  paragraph  (i)  of 
this  section,  the  group  practice’s)  total 
estimated  allowed  charges  for  all 
covered  professional  services  furnished 
by  the  eligible  professional  (or,  in  the 
case  of  a  group  practice  under  paragraph 

(i)  of  this  section,  by  the  group  practice) 
during  the  reporting  period. 

(3)  The  applicable  quality  percent  is 
as  follows: 

(i)  For  2007  and  2008, 1.5  percent. 

(ii)  For  2009  and  2010,  2.0  percent. 

(iii)  For  2011,  1.0  percent. 

(iv)  For  2012,  2013,  and  2014,  0.5 
percent. 

(4)  For  purposes  of  this  paragraph — 

(i)  The  eligible  professional’s  (or,  in 

the  case  of  a  group  practice  under 


paragraph  (i)  of  this  section,  the  group 
practice’s)  total  estimated  allowed 
charges  for  covered  professional 
services  furnished  during  a  reporting 
period  are  determined  based  on  claims 
processed  in  the  National  Claims 
History  (NCH)  no  later  than  2  months 
after  the  end  of  the  applicable  reporting 
period; 

(ii)  In  the  case  of  the  eligible 
professional  who  furnishes  covered 
professional  services  in  more  than  one 
practice,  incentive  payments  are 
separately  determined  for  each  practice 
based  on  claims  submitted  for  the 
eligible  professional  for  each  practice; 

(iii)  Incentive  payments  to  a  group 
practice  under  this  paragraph  must  be  in 
lieu  of  the  payments  that  would 
otherwise  be  made  under  the  Physician 
Quality  Reporting  System  to  eligible 
professionals  in  the  group  practice  for 
meeting  the  criteria  for  satisfactory 
reporting  for  individual  eligible 
professionals.  For  any  program  year  in 
which  the  group  practice  (as  identified 
by  the  TIN)  is  selected  to  participate  in 
the  Physician  Quality  Reporting  System 
group  practice  reporting  option,  the 
eligible  professional  cannot  individually 
qualify  for  a  Physician  Quality 
Reporting  System  incentive  payment  by 
meeting  the  requirements  specified  in 
paragraph  (g)  of  this  section. 

(iA^  Incentive  payments  earned  by  the 
eligible  professional  (or  in  the  case  of  a  • 
group  practice  under  paragraph  (i)  of 
this  section,  by  the  group  practice)  for 
a  particular  program  year  will  be  paid 
as  a  single  consolidated  payment  to  the 
TIN  holder  of  record. 

(d)  Additional  incentive  payment. 
Through  2014,  if  an  eligible  professional 
meets  the  requirements  described  in 
paragraph  (d)(2)  of  this  section,  the 
applicable  percent  for  such  year,  as 
described  in  paragraphs  (c)(3)(i)  and  (ii) 
of  this  section,  must  be  increased  by  0.5 
percentage  points. 

(1)  In  order  to  qualify  for  the 
additional  incentive  payment  described 
in  paragraph  (d)(1)  of  this  section,  an 
eligible' professional  must  meet  all  of  the 
following  requirements: 

(i)  Satisfactorily  submits  data  on 
quality  measures  for  purposes  of  this 
section  for  the  applicable  incentive  year. 

(ii)  Have  such  data  submitted  on  their 
behalf  through  a  Maintenance  of 
Certification  program  (as  defined  in 
paragraph  (b)  of  this  section)  that  meets: 

(A)  The  criteria  for  a  registry  (as 
specified  by  CMS);  or 

(B)  An  alternative  form  and  manner 
determined  appropriate  by  the 
Secretary. 

(iii)  The  eligible  professional,  more 
frequently  than  is  required  to  qualify  for 
or  maintain  board  certification  status — 


(A)  Participates  in  a  maintenance  of 
certification  program  (as  defined  in 
paragraph  (b)  of  this  section)  for  a  year; 
and 

(B)  Successfully  completes  a  qualified 
maintenance  of  certification  program 
practice  assessment  (as  defined  in 
paragraph  (b)  of  this  section)  for  such 
year. 

(2)  In  order  for  an  eligible  professional 
to  receive  the  additional  incentive 
payment,  a  Maintenance  of  Certification 
Program  must  submit  to  the  Secretary, 
on  behalf  of  the  eligible  professional, 
information — 

(i)  In  a  form  and  manner  specified  by 
the  Secretary,  that  the  eligible 
professional  has  successfully  met  the 
requirements  of  paragraph  (d)(2)(ii)  of 
this  section,  which  may  be  in  the  form 
of  a  structural  measure. 

(ii)  If  requested  by  the  Secretary,  on 
the  survey  of  patient  experience  with  * 
care. 

(iii)  As  the  Secretary  may  require,  on 
the  methods,  measures,  and  data  used 
under  the  Maintenance  of  Certification 
Program  and  the  qualified  Maintenance 
of  Certification  Program  practice 
assessment. 

(e)  Payment  Adjustments.  For  2015 
and  subsequent  years,  with  respect  to 
covered  professional  services  furnished 
by  an  eligible  professional,  if  the  eligible 
professional  does  not  satisfactorily 
submit  data  on  quality  measures  for 
covered  professional  services  for  the 
quality  reporting  period  for  the  year  (as 
determined  under  sectipn  1848(m)(3)(A) 
of  the  Act),  the  fee  schedule  amount  for 
such  services  furnished  by  such 
professional  during  the  year  (including 
the  fee  schedule  amount  for  purposes 
for  determining  a  payment  based  on 
such  amount)  shall  be  equal  to  the 
applicable  percent  of  the  fee  schedule 
amount  that  would  otherwise  apply  to 
such  services  under  this  subsection. 

(1)  The  applicable  percent  is  as 
follows: 

(1)  For  2015,  98.5  percent;  and 
(ii)  For  2016  and  each  subsequent 

year,  98  percent. 

(2)  [Reserved] 

(f)  Use  of  consensus-based  quality 
measures.  For  measures  selected  for 
inclusionin  the  Physician  Quality 
Reporting  System  quality  measure  set, 
CMS  will  use  consensus-based  quality 
measures  that  meet  one  of  the  following 
criteria: 

(1)  Be  such  measures  selected  by  the 
Secretary  from  measures  that  have  been 
endorsed  by  the  entity  with  a  contract 
with  the  Secretary  under  section  1890(a) 
of  the  Act. 

(2)  In  the  case  of  a  specified  area  or 
medical  topic  determined  appropriate 
by  the  Secretary  for  which  a  feasible  and 
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practical  measure  has  not  been  endorsed 
by  the  entity  with  a  contract  under 
section  1890(a)  of  the  Act,  the  Secretary 
may  specify  a  measure  that  is  not  so 
endorsed  as  long  as  due  consideration  is 
given  to  measures  that  have  been 
endorsed  or  adopted  by  a  consensus 
organization  identified  by  the  Secretary. 

(3)  For  each  quality  measure  adopted 
by  the  Secretary  under  this  paragraph, 
the  Secretary  ensures  that  eligible 
professionals  have  the  opportunity  to 
provide  input  during  the  development, 
endorsement,  or  selection  of  quality 
measures  applicable  to  services  they 
furnish. 

(g)  Requirements  for  the  incentive 
payments.  In  order  to  qualify  to  earn  a 
Physician  Quality  Reporting  System 
incentive  payment  for  a  particular 
program  year,  an  individual  eligible 
professional,  as  identified  by  a  unique 
TIN/NPI  combination,  (or  in  the  case  of 
a  group  practice  under  paragraph  (i)  of 
this  section,  by  the  group  practice)  must 
meet  the  criteria  for  satisfactory 
reporting  specified  by  CMS  for  such 
year  by  reporting  on  either  individual 
Physician  Quality  Reporting  System 
quality  measures  or  Physician  Quality 
Reporting  System  measures  groups 
identified  by  CMS  during  a  reporting 
period  specified  in  paragraph  (g)(1)  of 
this  section  and  using  one  of  the 
reporting  mechanisms  specified  in 
paragraph  (g)(2)  of  this  section. 

(1)  Reporting  periods.  For  purposes  of 
this  paragraph,  the  reporting  period  is — 

(1)  The  12-month  period  from  January 
1  through  December  31  of  such  program 
year. 

(ii)  A  6-month  period  from  July  1 
through  December  31  of  such  program 
year. 

(A)  For  2011,  such  6-month  reporting 
period  is  not  available  for  EHR-based 
reporting  of  individual  Physician 
Quality  Reporting  System  quality 
measures. 

(B)  For  2012  and  subsequent  program 
years,  such  6-month  reporting  period 
from  July  1  through  December  31  of 
such  program  year  is  only  available  for 
registry-based  reporting  of  Physician 
Quality  Reporting  System  measures 
groups  by  eligible  professionals. 

(2)  Reporting  mechanisms.  For 
program  year  2011  and  subsequent 
program  years,  an  eligible  professional 
who  wishes  to  participate  in  the 
Physician  Quality  Reporting  System 
must  report  information  on  the 
individual  Physician  Quality  Reporting 
System  quality  measures  or  Physician 
Quality  Reporting  System  measures 
groups  identified  by  CMS  in  one  of  the 
following  manners: 

(i)  Claims.  Reporting  the  individual 
Physician  Quality  Reporting  System 


quality  measures  or  Physician  Quality 
Reporting  System  measures  groups  to 
CMS,  by  no  later  than  2  months  after  the 
end  of  the  applicable  reporting  period, 
on  the  eligible  professional’s  Medicare 
Part  B  claims  for  covered  professional 
services  furnished  during  the  applicable 
reporting  period. 

(A)  If  an  eligible  professional  re¬ 
submits  a  Medicare  Part  B  claim  for 
reprocessing,  the  eligible  professional 
may  not  attach  a  G-code  at  that  time  for 
reporting  on  individual  Physician 
Quality  Reporting  System  measures  or 
measures  groups. 

(B)  [Reserved] 

(ii)  Registry.  Reporting  the  individual 
Physician  Quality  Reporting  System 
quality  measures  or  Physician  Quality 
Reporting  System  measures  groups  to  a 
qualified  registry  (as  specified  in 
paragraph  (b)  of  this  section)  in  the  form 
and  manner  and  by  the  deadline 
specified  by  the  qualified  registry 
selected  by  the  eligible  professional. 

The  selected  registry  will  submit 
information,  as  required  by  CMS,  for 
covered  professional  services  furnished 
by  the  eligible  professional  during  the 
applicable  reporting  period  to  CMS  on 
the  eligible  professional’s  behalf. 

(iii)  Direct  EHR  product.  Reporting 
the  individual  Physician  Quality 
Reporting  System  quality  measures  to 
CMS  by  extracting  clinical  data  using  a 
secure  data  submission  method,  as 
required  by  CMS,  from  a  direct  EHR 
product  (as  defined  in  paragraph  (b)  of 
this  section)  by  the  deadline  specified 
by  CMS  for  covered  professional 
services  furnished  by  the  eligible 
professional  during  the  applicable 
reporting  period. 

(iv)  EHR  data  submission  vendor. 
Reporting  the  individual  Physician 
Quality  Reporting  System  quality 
measures  to  CMS  by  extracting  clinical 
data  using  a  secure  data  submission 
method,  as  required  by  CMS,  from  an 
EHR  data  submission  vendor  product 
(as  defined  in  paragraph  (b)  of  this 
section)  by  the  deadline  specified  by 
CMS  for  covered  professional  services 
furnished  by  the  eligible  professional 
during  the  applicable  reporting  period. 

(v)  Web-interface.  For  a  group 
practices  defined  in  paragraph  (b)  of  this 
section,  reporting  individual  Physician 
Quality  Reporting  System  quality 
measures  to  CMS  using  a  CMS  web- 
interface  in  the  form  and  manner  and  by 
the  deadline  specified  by  CMS. 

(3)  Although  an  eligible  professional 
may  attempt  to  qualify  for  the  Physician 
Quality  Reporting  System  incentive 
payment  by  reporting  on  both 
individual  Physician  Quality  Reporting 
System  quality  measures  and  measures 
groups,  using  more  than  one  reporting 


mechanism  (as  specified  in  paragraph 
(g)(2)  of  this  section),  or  reporting  for 
more  than  one  reporting  period,  he  or 
she  will  receive  only  one  Physician 
Quality  Reporting  System  incentive 
payment  per  TIN/NPI  combination  for  a 
program  year. 

(h)  Requirements  for  the  payment 
adjustments.  In  order  to  satisfy  the 
requirements  for.the  Physician  Quality 
Reporting  System  payment  adjustment 
for  a  particular  program  year,  an 
individual  eligible  professional,  as 
identified  by  a  unique  TIN/NPI 
combination  (or  in  the  case  of  a  group 
practice  under  paragraph  (i)  of  this 
section,  by  the  group  practice)  must 
meet  the  criteria  for  satisfactory 
reporting  specified  by  CMS  for  such 
year  by  reporting  on  either  individual 
Physician  Quality  Reporting  System 
measures  or  Physician  Quality 
Reporting  System  measures  groups 
identified  by  CMS  during  a  reporting 
period  specified  in  paragraph  (h)(1)  of 
this  section  and  using  one  of  the 
reporting  mechanisms  specified  in 
paragraph  (h)(2)  of  this  section. 

(1)  For  purposes  of  this  paragraph,  the 
reporting  period  for  the  payment 
adjustment,  with  respect  to  a  payment 
adjustment  year,  is  the  12-month  period 
from  January  1  through  December  31 
that  falls  two  years  prior  to  the  year  in 
which  the  payment  adjustment  is 
applied. 

(1)  For  the  2015  and  2016  PQRS 
payment  adjustments  only,  an 
alternative  6-month  reporting  period, 
from  July  1-December  31  that  fall  two 
years  prior  to  the  year  in  which  the 
payment  adjustment  is  applied,  is  also 
available. 

(ii)  [Reserved] 

(2)  An  eligible  professional  (or  in  the 
case  of  a  group  practice  under  paragraph 

(i)  of  this  section,  by  the  group  practice) 
who  wishes  to  participate  in  the 
Physician  Quality  Reporting  System 
must  report  information  on  the 
individual  Physician  Quality  Reporting 
System  measures  or  Physician  Quality 
Reporting  System  measures  groups 
identified  by  CMS  using  one  of  the 
following  reporting  mechanisms: 

(i)  Claims.  Reporting  the  individual 
Physician  Quality  Reporting  System 
quality  measures  or  Physician  Quality 
Reporting  System  measures  groups  to 
CMS,  by  no  later  than  2  months  after  the 
end  of  the  applicable  reporting  period, 
on  the  eligible  professional’s  Medicare 
Part  B  claims  for  covered  professional 
services  furnished  during  the  applicable 
reporting  period. 

(A)  Medicare  Part  B  claims  may  not  be 
reprocessed  or  reopened  for  the  sole 
purpose  or  reporting  on  individual 
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Physician  Quality  Reporting  System 
measures  or  measures  groups. 

(B)  [Reserved] 

(ii)  Qualified  registry.  Reporting  the 
individual  Physician  Quality  Reporting 
System  quality  measures  or  Physician 
Quality  Reporting  System  measures 
groups  to  a  qualified  registry  (as 
specified  in  paragraph  (h)  of  this 
section)  in  the  form  and  manner  and  by 
the  deadline  specified  by  the  qualified 
registry  selected  by  the  eligible 
professional.  The  selected  registry  will 
submit  information,  as  required  by 
CMS,  for  covered  professional  services 
furnished  by  the  eligible  professional 
during  the  applicable  reporting  period 
to  CMS  on  the  eligible  professional’s 
behalf. 

(iii)  Direct  EHR  product.  Reporting 
the  individual  Physician  Quality 
Reporting  System  quality  nieasures  to 
CMS  by  extracting  clinical  data  using  a 
secure  data  submission  method,  as 
required  by  CMS,  from  a  direct  EHR 
product  (as  defined  in  paragraph  (b)  of 
this  section)  by  the  deadline  specified 
by  CMS  for  covered  professional 
services  furnished  by  the  eligible 
professional  during  the  applicable 
reporting  period. 

(iv)  EHR  data  submission  vendor. 
Reporting  the  individual  Physician 
Quality  Reporting  System  quality 
measures  to  CMS  by  extracting  clinical 
data  using  a  secure  data  submission 
method,  as  required  by  CMS,  from  an 
EHR  data  submission  vendor  product 
(as  defined  in  paragraph  (b)  of  this 
section)  by  the  deadline  specified  by 
CMS  for  covered  professional  services 
furnished  by  the  eligible  professional 
during  the  applicable  reporting  period. 

(v)  GPRO  web-interface.  For  a  group 
practices  defined  in  paragraph  (b)  of  this 
section  that  are  comprised  of  25  or  more 
eligible  professionals,  reporting 
individual  Physician  Quality  Reporting 
System  quality  measures  to  CMS  using 

a  CMS  web-interface  in  the  form  and 
manner  and  by  the  deadline  specified 
by  CMS. 

(vi)  Administrative  claims.  For  the 
2015  and  2016  payment  adjustments, 
reporting  certain  administrative  claims 

■  individual  Physician  Quality  Reporting 
System  quality  measures  during  the 
applicable  reporting  period.  Eligible 
professionals  and  (or  in  the  case  of  a 
group  practice  under  paragraph  (i)  of 
this  section)  that  are  administrative 
claims  reporters  must  meet  the 
following  requirement  for  the  payment 
adjustment: 

(A)  Register  to  participate  in  the 
Physician  Quality  Reporting  System 
using  the  administrative  claims 
reporting  option. 


(B)  Reporting  Medicare  Part  B  claims 
data  for  CMS  to  determine  whether  the 
eligible  professional  or  group  practice 
has  performed  services  applicable  to 
certain  individual  Physician  Quality 
Reporting  System  quality  measures. 

(3)  Although  an  eligible  professional 
or  group  practice  may  attempt  to  meet 
the  criteria  for  satisfactory  reporting  for 
the  Physician  Quality  Reporting  System 
payment  adjustment  by  reporting  on 
individual  Physician  Quality  Reporting 
System  quality  measures  or  measures 
groups  using  more  than  one  reporting 
mechanism  (as  specified  in  paragraph 
(h)(2)  of  this  section),  the  eligible 
professional  or  group  practice  must 
satisfy  the  criteria  for  satisfactory 
reporting  for  the  Physician  Quality 
Reporting  System  payment  adjustment 
under  one  reporting  mechanism  per 
TIN/NPI  combination  for  a  program 
year. 

(i)  Requirements  for  group  practices. 
Under  the  Physician  Quality  Reporting 
System,  a  group  practice  (as  defined  in 
paragraph  (b)  of  this  section)  must  meet 
afl  of  the  following  requirements: 

(1)  Meet  the  participation 
requirements  specified  by  CMS  for  the 
Physician  Quality  Reporting  System 
group  practice  reporting  option. 

(2)  Be  selected  oy  CMS  to  participate 
in  the  Physician  Quality  Reporting 
System  group  practice  reporting  option. 

(3)  Report  measures  in  the  form  and 
manner  specified  by  CMS. 

(4)  Meet  other  requirements  for 
satisfactory  reporting  specified  by  CMS. 

(5)  Meet  participation  requirements. 

(i)  If  an  eligible  professional,  as 
identified  by  an  individual  NPI,  has 
reassigned  his  or  her  Medicare  billing 
rights  to  a  group  practice  (as  identified 
by  the  TIN)  selected  to  participate  in  the 
Physician  Quality  Reporting  System 
group  practice  reporting  option  for  a 
program  year,  then  for  that  program  year 
the  eligible  professional  must 
participate  in  the  Physician  ^Quality 
Reporting  System  via  the  group  practice 
reporting  option. 

(ii)  If,  for  the  program  year,  the 
eligible  professional  participates  in  the 
Physician  Quality  Reporting  System  as 
part  of  a  group  practice  (as  identified  by 
the  TIN)  that  is  not  selected  to 
participate  in  the  Physician  Quality 
Reporting  System  group  practice 
reporting  option  for  that  program  year, 
then  the  eligible  professional  may 
individually  participate  and  qualify  for 
a  Physician  Quality  Reporting  System 
incentive  by  meeting  the  requirements 
specified  in  paragraph  (g)  of  this  section 
under  that  TIN. 

18.  Section  414.92  is  amended  by — 

A.  Revising  paragraphs  (c)(2)(ii)(A)(5) 
and  (c)(2)(ii)(A)(6). 


B.  Adding  paragraph  (f)(2)(i)(A)  and 
reserving  paragraph  (f)(2)(i)(B). 

C.  Redesignating  paragraph  (g)  as 
paragraph  (h),  and  adding  new 
paragraph  (g). 

The  revision  and  addition  reads  as 
follows: 

§414.92  Electronic  Prescribing  Incentive 
Program. 

Hr  *  ★  *  * 

(c)  *  *  * 

(2)  *  *  * 

(ii)  *  *  * 

(A) *  *  * 

(5)  Eligible  professionals  who  achieve 
meaningful  use  during  the  respective  6- 
or  12-month  payment  adjustment 
reporting  period. 

(6)  Eligible  professionals  who  have 
registered  to  participate  in  the  EHR 
Incentive  Program  and  adopted  Certified 
EHR  Technology  prior  to  application  of 
the  respective  payment  adjustment. 

Hr  *  Hr  *  * 

(f)*  *  * 

(2)  *  *  * 

(i)  *  *  * 

(A)  If  an  eligible  professional  re¬ 
submits  a  Medicare  Part  B  claim  for 
reprocessing,  the  eligible  professional 
may  not  attach  a  G-code  at  that  time  for 
reporting  on  the  electronic  prescribing 
measure. 

(B)  [Reserved] 

Informal  revievV.  Eligible  professionals 
(or  in  the  case  of  reporting  under 
paragraph  (e)  of  this  section,  group 
practices)  may  seek  an  informal  review 
of  the  determination  that  an  eligible 
professional  (or  in  the  case  of  reporting 
under  paragraph  (e)  of  this  section, 
group  practices)  did  not  meet  the 
requirements  for  the  2013  incentive  or 
the  2013  and  2014  payment 
adjustments. 

(1)  To  request  an  informal  review  for 
the  2013  incentive,  an  eligible 
professional  or  group  practice  must 
submit  a  request  to  CMS  within  90  days 
of  the  release  of  the  feedback  reports. 
The  request  must  be  submitted  in 
writing  and  summarize  the  concern(s) 
and  reasons  for  requesting  an  informal 
review  and  may  also  include 
information  to  assist  in  the  review. 

(2)  To  request  an  informal  review  for 
the  2013  and  2014  payment 
adjustments,  an  eligible  professional  or 
group  practices  must  submit  a  request  to 
CMS  by  January  31  of  the  year  in  which 
the  eligible  professional  is  receiving  the 
applicable  payment  adjustment.  The 
request  must  be  submitted  in  writing 
and  summarize  the  concern(s)  and 
reasons  for  requesting  an  informal 
review  and  may  also  include 
information  to  assist  in  the  review. 
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(3)  CMS  will  provide  a  written 
response  of  CMS’  determination  within 
90  days  of  the  receipt  of  the  request. 

(i)  All  decisions  based  on  the  informal 
review  are  final. 

(ii)  There  is  no  further  review  or 
appeal. 

***** 

19.  Section  414.610  is  amended  by 
revising  paragraphs  (c)(l)(ii),  (c)(5)(ii), 
and  (h)  to  read  as  follows: 

§  41 4.61 0  Basis  of  payment. 

*  *  *  *  * 

(c)  *  *  * 

(1)  *  *  * 

(ii)  For  services  furnished  during  the 
period  July  1,  2008  through  December 
31,  2012,  ambulance  services  originating 
in — 

(A)  Urban  areas  (both  base  rate  and 
mileage)  are  paid  based  on  a  rate  that  is 

2  percent  higher  than  otherwise  is 
applicable  under  this  section;  and 

(B)  Rural  areas  (both  base  rate  and 
mileage)  are  paid  based  on  a  rate  that  is 

3  percent  higher  than  otherwise  is 
applicable  under  this  section. 
***** 

(5)  *  *  * 

(ii)  For  services  furnished  during  the 
period  July  1,  2004  through  December 
31,  2012,  the  payment  amount  for  the 
ground  ambulance  base  rate  is  increased 
by  22.6  percent  where  the  point  of 
pickup  is  in  a  rural  area  determined  to 
be  in  the  lowest  25  percent  of  rural 
population  arrayed  by  population 
density.  The  amount  of  this  increase  is 
based  on  CMS’s  estimate  of  the  ratio  of 
the  average  cost  per  trip  for  the  rural 
areas  in  the  lowest  quartile  of 
population  compared  to  the  average  cost 
per  trip  for  the  rural  areas  in  the  highest 
quartile  of  population.  In  making  this 
estimate,  CMS  may  use  data  provided 
by  the  GAO. 

***** 

(h)  Treatment  of  certain  areas  for 
payment  for  air  ambulance  services. 

Any  area  that  was  designated  as  a  rural 
area  for  purposes  of  making  payments 
under  the  ambulance  fee  schedule  for 
air  ambulance  services  furnished  on 
December  31,  2006,  must  be  treated  as 
a  rural  area  for  purposes  of  making 
payments  under  the  ambulance  fee 
schedule  for  air  ambulance  services 
furnished  during  the  period  July  1,  2008 
through  December  31,  2012. 

20.  Section  414.904  is  amended  by 
revising  paragraphs  (d)(3)(ii),  (d)(3)(iii) 
and  (d)(3)(iv). 

B.  .The  revisions  read  as  follows: 

§  41 4.904  Average  sales  price  as  the  basis 
for  payment. 

***** 

(d)  *  *  * 


(3)  *  *  * 

(ii)  Payment  at  103  percent  of  the 
average  manufacturer  price  for  a  billing 
code  will  be  applied  at  such  times  when 
all  of  the  following  criteria  are  met: 

(A)  The  threshold  for  making  price 
substitutions,  as  defined  in  paragraph 
(d)(3)(iii)  of  this  section  is  met. 

(B)  103  percent  of  the  average 
manufacturer  price  is  less  than  the  106 
percent  of  the  average  sales  price  for  the 
quarter  in  which  the  substitution  would 
be  applied. 

(C)  Beginning  in  2013,  the  drug  and 
dosage  form  described  by  the  HCPCS 
code  is  not  a  critical  or  medically 
necessary  drug  identified  by  the  FDA  to 
be  in  short  supply  at  the  time  that  ASP 
calculations  are  finalized. 

(iii)  The  applicable  percentage 
threshold  for  average  manufacturer 
price  comparisons  is  5  percent  and  is 
reached  when — 

(A)  The  average  sales  price  for  the 
billing  code  has  exceeded  the  average 
manufacturer  price  for  the  billing  code 
by  5  percent  or  more  in  2  consecutive 
quarters,  or  3  of  the  previous  4  quartefs 
immediately  preceding  the  quarter  to 
which  the  price  substitution  would  be 
applied;  and 

(B)  The  average  manufacturer  price 
for  the  billing  code  is  calculated  using 
the  same  set  of  National  Drug  Codes 
used  for  the  average  sales  price  for  the 
billing  code. 

(iv)  The  applicable  percentage 
threshold  for  widely  available  market 
price  comparisons  is  5  percent. 
***** 

21.  Subpart  N  is  added  to  Part  414  to 
read  as  follows: 

Subpart  N — Value-Based  Payment  Modifier 
Under  the  Physician  Fee  Schedule 

Sec. 

414.1200  Basis  and  scope. 

414.1205  Definitions. 

414.1210  Application  of  the  value-based 
payment  modifier. 

414.1215  Performance  and  payment 

adjustment  periods  for  the  value-based 
payment  modifier. 

414.1220  Reporting  mechanisms  for  the 
value-based  payment  modifier  under  the 
physician  fee  schedule. 

414.1225  Alignment  of  Physician  Quality 
Reporting  System  quality  measures  and 
quality  measures  for  the  value-based 
payment  modifier. 

414.1230  Additional  measures  for  groups  of 
physicians. 

41 4. 1235  Cost  measures . 

414.1240  Attribution  for  quality  of  care  and 
cost  measures. 

414.1245  Scoring  methods  for  the  value- 
based  payment  modifier. 

414.1250  Benchmarks  for  quality  of  care 
measures. 

414.1255  Benchmarks  for  cost  measures. 
414.1260  Composite  scores. 


414.1265  Reliability  of  measures. 

414.1270  Payment  adjustments. 

414.1275  Payment  modifier  scoring 

methodology. 

414.1280  Limitation  of  review. 

414.1285  Inquiry  process. 

Subpart  N — Value-Based  Payment 
Modifier  Under  the  Physician  Fee 
Schedule 

§  41 4.1 200  Basis  and  scope. 

(a)  Basis.  This  part/section 
implements  section  1848(p)  of  the  Act 
by  establishing  a  payment  modifier  that 
provides  for  differential  payment 
starting  in  2015  to  a  group  of  physicians 
under  the  Medicare  physician  fee 
schedule  based  on  the  quality  of  care 
furnished  compared  to  cost  during  a 
performance  period. 

(b)  Scope.  This  subpart  sets  forth  the 
following: 

(1)  The  application  of  the  value-based 
payment  modifier. 

(2)  Performance  and  payment 
adjustment  periods. 

(3)  Reporting  mechanisms  for  the 
value-based  payment  modifier. 

(4)  Alignment  of  PQRS  quality  of  care 
measures  with  the  quality  composite  of 
the  value-based  payment  modifier. 

(5)  Additional  measures  for  groups  of 
physicians. 

(6)  Cost  measures. 

(7)  Attribution  for  quality  of  care  and 
cost  measures. 

(8)  Scoring  methods  for  the  value- 
based  payment  modifier. 

(9)  Benchmarks  for  quality  of  care 
measures. 

(10)  Benchmarks  for  cost  measures. 

(11)  Composite  scores. 

(12)  Reliability  of  measures. 

(13)  Payment  adjustments. 

(14)  Payment  modifier  scoring 
methodology. 

(15)  Limitation  of  review. 

(16)  Inquiry  process. 

§414.1205  Definitions. 

As  used  in  this  section,  unless 
otherwise  indicated — 

Accountable  care  organization  (ACO) 
has  the  same  meaning  given  this  term 
under  §  425.20  of  this  chapter. 

Critical  access  hospital  has  the  same 
meaning  given  this  term  under 
§  400.202  of  this  chapter. 

Electronic  health  record  (EHR)  has  the 
same  meaning  given  this  term  under 
§  414.92  of  this  chapter. 

Eligible  professional  has  the  same 
meaning  given  this  term  under 
sectionl848(k)(5)p)  of  the  Act. 

Federally  Qualified  Health  Center  has 
the  same  meaning  given  this  term  under 
§  405.2401(b)  of  this  chapter. 

Group  of  physicians  means  a  single 
Tax  Identification  Number  (TIN)  with  2 
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or  more  eligible  professionals,  as 
identified  by  their  individual  National 
Provider  Identifier  (NPI),  who  have 
reassigned  their  Medicare  billing  rights 
to  the  TIN,  as  determined  at  the  time  the 
group  of  physicians  is  selected  to 
participate  under  the  Physician  Quality 
Reporting  System  GPRO. 

Performance  rate  mean  the  calculated 
rate  for  each  quality  or  cost  measure 
such  as  the  percent  of  times  that  a 
particular  clinical  quality  action  was 
reported  as  being  performed,  or  a 
particular  outcome  was  attained,  for  the 
applicable  persons  to  whom  a  measure 
applies  as  described  in  the  denominator 
for  the  measure. 

Physician  has  the  same  meaning  given 
this  term  under  section  1861(r)  of  the 
Act. 

Physician  Fee  Schedule  has  the  same 
meaning  given  this  term  under  part  410 
of  this  chapter. 

Physician  Quality  Reporting  System 
means  the  system  established  under 
section  1848(k)  of  the  Act. 

Risk  score  means  the  beneficiary  risk 
score  derived  from  the  CMS 
Hierarchical  Condition  Categories  (HCC) 
model. 

Taxpayer  Identification  Number  (TIN) 
has  the  same  meaning  given  this  term 
under  §  425.20  of  this  chapter. 

Value-based  payment  modifier  means 
the  percentage  by  which  amounts  paid 
to  a  physician  or  group  of  physicians 
under  the  physician  fee  schedule  are 
adjusted. 

Value-based  payment  modifier 
satisfactory  reporting  criteria  means  the 
criteria  for  satisfactory  reporting  of  data 
on  Physician  Quality  Reporting  System 
quality  measures  for  the  2013  and  2014 
incentive  or  the  criteria  for  satisfactory 
reporting  using  the  Physician  Quality 
Reporting  System  administrative  claims- 
based  reporting  mechanism,  which  is 
applicable  to  the  2015  and  2016  PQRS 
payment  adjustment. 

§  41 4.1 21 0  Application  of  the  value-based 
payment  modifier. 

(a)  The  value-based  payment  modifier 
is  applicable  to  the  items  and  services 
furnished  under  the  Medicare  Part  B 
physician  fee  schedule  by  physicians  in 
groups  of  physicians  with  25  or  more 
eligible  professionals  starting  on  January 
1,  2015. 

(b)  Exceptions: 

(1)  Groups  of  physicians  with  25  or 
more  eligible  professionals  that  are 
participating  in  the  Medicare  Shared 
Savings  Program  or  the  Pioneer  AGO 
program. 

(2)  [Reserved! 


§  41 4.1 21 5  Performance  and  payment 
adjustment  periods  for  the  value-based 
payment  modifier. 

(a)  The  performance  period  is 
calendar  year  2013  for  payment 
adjustments  to  be  made  in  the  calendar 
year  2015  payment  adjustment  period. 

(b)  The  performance  period  is 
calendar  year  2014  for  payment 
adjustments  to  be  made  in  the  calendar 
year  2016  payment  adjustment  period. 

§  41 4.1 220  Reporting  mechanisms  for  the 
value-based  payment  modifier  under  the 
physician  fee  schedule. 

Groups  of  physicians  may  submit  data 
on  quality  of  care  measures  as  specified 
under  the  Physician  Quality  Reporting 
System  and  in  §  414.90(g). 

§  41 4.1 225  Alignment  of  Physician  Quality 
Reporting  System  quality  measures  and 
quality  measures  for  the  vaiue-based 
payment  modifier. 

All  of  the  quality  measures  for  which 
groups  of  physicians  are  eligible  to 
report  under  the  Physician  Quality 
Reporting  System  starting  in  2013  are 
used  to  calculate  the  value-based 
payment  modifier  program  to  the  extent 
the  group  of  physicians  submits  data  on 
such  measures. 

§  41 4.1 230  Additionai  measures  for  groups 
of  physicians. 

The  value-based  payment  modifier 
includes  the  following  additional 
quality  measures  for  all  groups  of 
physicians: 

(a)  A  composite  of  rates  of  potentially 
preventable  hospital  admissions  for 
heart  failure,  chronic  obstructive 
pulmonary  disease,  and  diabetes.  The 
rate  of  potentially  preventable  hospital 
admissions  for  diabetes  is  a  composite 
measure  of  uncontrolled  diabetes,  short 
term  diabetes  complications,  long  term 
diabetes  complications  and  lower 
extremity  amputation  for  diabetes. 

(b)  A  composite  rates  of  potentially 
preventable  hospital  admissions  for 
dehydration,  urinary  tract  infections, 
and  bacterial  pneumonia. 

(c)  Rates  of  an  all-cause  hospital 
readmissions  measure. 

(d)  A  30-day  post-discharge  visit 
measure. 

§414.1235  Cost  measures. 

Costs  for  groups  of  physicians  are 
assessed  based  on  the  following  five 
cost  measures: 

(a)  Total  per  capita  costs  for  all 
attributed  beneficiaries;  and 

(b)  Total  per  capita  costs  for  all 
attributed  beneficiaries  with  diabetes, 
coronary  eulery  disease,  chronic 
obstructive  pulmonary  disease,  or  heart 
failure. 


(c)  Total  per  capita  costs  include  all 
payments  made  under  Medicare  Part  A 
and  Part  B. 

(1)  Payments  under  Medicare  Part  A 
and  Part  B  will  be  adjusted  using  CMS’ 
payment  standardization  methodology 
to  ensure  fair  comparisons  across 
geographic  areas. 

(2)  The  CMS-HCC  model  (and 
adjustments  for  ESRD  status)  is  used  to 
adjust  standardized  payments  for  each 
cost  measure;  that  is — 

(i)  Total  per  capita  costs;  and 

(ii)  Total  per  capita  costs  for 
beneficiaries  with  the  following 
conditions:'  Coronary  artery  disease, 
COPD,  diabetes,  and  heart  failure. 

§  41 4.1 240  Attribution  for  quality  of  care 
and  cost  measures. 

Beneficiaries  are  attributed  to  groups 
of  physicians  using  the  method 
specified  under  the  Physician  Quality 
Reporting  System. 

§  41 4.1 245  Scoring  methods  for  the  value- 
based  payment  modifier. 

For  each  quality  of  care  and  cost 
measure,  a  standardized  score  is 
calculated  for  each  group  of  physicians 
by  dividing — 

(1)  The  difference  between  their 
performance  rate  and  the  benchmark,  by 

(2)  The  measure’s  standard  deviation. 

§414.1250  Benchmarks  for  quality  of  care 
measures. 

The  benchmark  for  each  quality  of 
care  measure  is  the  national  mean  for 
that  measure’s  performance  rate  during 
the  performance  period.  In  calculating 
the  national  benchmark,  groups  of 
physicians’  performance  rates  are 
weighted  by  the  number  of  cases  used 
to  calculate  the  group  of  physician’s 
performance  rate. 

§  41 4.1 255  Benchmarks  for  cost 
measures. 

The  benchmark  for  each  cost  measure 
is  the  national  mean  of  the  performance 
rates  calculated  among  all  groups  of 
physicians  for  which  beneficiaries  are 
attributed  to  the  group  of  physicians.  In 
calculating  the  national  benchmark, 
groups  of  physicians’  performance  rates 
are  weighted  by  the  number  of  cases 
used  to  calculate  the  group  of 
physician’s  performance  rate. 

§  41 4.1 260  Composite  scores. 

(a)(1)  The  standardized  score  for  each 
quality  of  care  measure  is  classified  into 
one  of  the  following  equally  weighted 
domains  to  determine  the  quality 
composite: 

(i)  Patient  safety. 

(ii)  Patient  experience. 

(iii)  Care  coordination. 

(iv)  Clinical  care. 
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(v)  Population/community  health. 

(vi)  Efficiency. 

(2)  If  a  domain  includes  no  measure 
or  does  not  reach  the  minimum  case 
size  in  §414.1265,  the  remaining 
domains  are  equally  weighted  to  form 
the  quality  of  care  composite. 

(b)(1)  The  standardized  score  for  each 
cost  measure  is  grouped  into  two 
separate  and  equally  weighted  domains 
to  determine  the  cost  composite; 

(1)  Total  per  capita  costs  for  all 
attributed  beneficiaries  (one  measures); 
and 

(ii)  Total  per  capita  costs  for  all 
attributed  beneficiaries  with  specific 
conditions:  diabetes,  coronary  artery 
disease,  chronic  obstructive  pulmonary 
disease,  or  heart  failure  (four  measures). 

(2)  Measures  within  each  domain  are 
equally  weighted. 

§  41 4.1 265  Reliability  of  measures. 

To  calculate  a  composite  score  for  a 
quality  or  cost  measure  based  on  claims, 
a  group  of  physicians  must  have  20  or 
more  cases  for  that  measure. 

(a)  Where  a  group  of  physicians  has 
fewer  than  20  cases  for  a  measure,  that 


measure  is  excluded  from  its  domain 
and  the  remaining  measures  in  the 
domain  are  given  equal  weight. 

(b)  Where  a  reliable  quality  of  care 
composite  or  cost  composite  cannot  be 
calculated,  payments  are  not  adjusted. 

§414.1270  Payment  adjustments. 

(a)  Downward  payment  adjustments. 
For  a  group  of  physicians  with  25  or 
more  eligible  professionals  that; 

(1)  Does  not  meet  the  value-based 
payment  modifier  satisfactory  reporting 
criteria,  payments  for  items  and  services 
under  the  physician  fee  schedule  will  be 
adjusted  downward  by  1.0  percent. 

(2)  Does  meet  the  value-based 
payment  modifier  satisfactory  reporting 
criteria,  elects  that  their  value-based 
payment  modifier  be  calculated  using  a 
quality-tiering  approach,  and  is 
determined  to  have  poor  performance 
(low  quality  and  high  costs),  payments 
for  items  and  services  under  the 
physician  fee  schedule  are  adjusted 
downward  by  up  to  1.0  percent  as 
specified  in  §414.1275. 

(b)  Upward  payment  adjustments.  If  a 
group  of  physicians  with  25  or  more 


eligible  professionals  does  meet  the 
value-based  payment  modifier 
satisfactory  reporting  criteria  and  elects 
that  the  value-based  payment  modifier 
be  calculated  using  a  quality-tiering 
approach,  upward  payment  adjustments 
are  determined  based  on  the  projected 
aggregate  amount  of  downward  payment 
adjustments  determined  under 
subsection  (a)  above  and  applied  as 
specified  in  §414.1275. 

§  41 4.1 275  Payment  modifier  scoring 
methodology. 

(a)  The  value-based  payment  modifier 
amount  for  a  group  of  physicians  that 
elects  the  quality-tiering  approach  is 
based  upon  a  comparison  of  the 
composite  of  quality  of  care  measures 
and  a  composite  of  cost  measures. 

(b)  Groups  of  physicians’  quality 
composite  and  cost  composite  are 
classified  into  high,  average,  and  low 
categories  based  on  whether  the 
composites  are  statistically  above,  not 
different  from,  or  below  the  mean 
composite  scores. 

(c)  The  following  value-based 
payment  modifier  amounts  apply: 


Value-Based  Payment  Modifier  Amounts  for  Groups  of  Physicians  Requesting  the  Quality-Tiering  Approach 


Quality/cost 

Low  cost 

Average  cost 

High  cost 

High  quality  . 

*  +2.0x 

*+1.0x 

+0.0% 

Average  quality  . . . 

*  +1  .Ox 

+0.0% 

-0.5% 

Low  quality . 

+0.0% 

_ 1 

-0.5% 

-1.0% 

'Groups  of  physicians  eligible  for  an  additional  +1.0x  if  reporting  Physician  Quality  Reporting  System  quality  measures  through  the  GPRO 
using  the  web-interface,  claims,  registries,  or  EHRs,  and  average  beneficiary  risk  score  in  the  top  25  percent  of  all  beneficiary  risk  scores. 


(d)  Groups  of  physicians  that  have  an 
attributed  beneficiary  population  with 
an  average  risk  score  in  the  top  25 
percent  of  the  risk  scores  of 
beneficiaries  nationwide  and  that 
satisfactorily  report  data  on  quality 
measures  through  the  Physician  Quality 
Reporting  System  GPRO  using  the  weh- 
interface,  claims,  registries,  or  EHRs 
reporting  mechanisms,  receive  a  greater 
upward  payment  adjustment  as  follows: 
■^(1)  Groups  of  physicians  classified  as 
high  quality/low  cost  receive  an  upward 
adjustment  of  -i-3x  (rather  than  -i-2x)  and 

(2)  Groups  of  physicians  classified  as 
either  high  quality/average  cost  or 
average  quality/low  cost  receive  an 
upward  adjustment  of  -i-2x  (rather  than 
-t-lx). 

§414.1280  Limitation  of  review. 

(a)  There  shall  be  no  administrative  or 
judicial  review  under  section  1869  of 
the  Act,  section  1878  of  the  Act,  or 
otherwise  of  all  of  the  following: 

(1)  The  establishment  of  the  value- 
based  payment  modifier. 

(2)  The  evaluation  of  the  quality  of 
care  composite,  including  the 


establishment  of  appropriate  measure  of 
the  quality  of  care. 

(3)  The  evaluation  of  costs  composite, 
including  establishment  of  appropriate 
measures  of  costs. 

(4)  The  dates  of  implementation  of  the 
value-based  payment  modifier. 

(5)  The  specifitation  of  the  initial 
performance  period  and  any  other 
performance  period. 

(6)  The  application  of  the  value-based 
payment  modifier. 

(7)  The  determination  of  costs. 

§  41 4.1 285  Inquiry  process. 

After  the  dissemination  of  the  annual 
Physician  Feedback  reports,  a  group  of 
physicians  may  contact  CMS  to  inquire 
about  its  report  and  the  calculation  of 
the  value-based  payment  modifier. 

PART  415— SERVICES  FURNISHED  BY 
PHYSICIANS  IN  PROVIDERS, 
SUPERVISING  PHYSICIANS  IN 
TEACHING  SETTINGS,  AND 
RESIDENTS  IN  CERTAIN  SETTINGS 

22.  Tbe  authority  citation  for  part  415 
continues  to  read  as  follows: 


Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

§415.130  [Amended] 

23.  In  §  415.130(d)(1)  and  (d)(2), 
remove  the  reference  to  “December  31, 
2011”  and  add  in  its  place  the  reference 
to  “June  30,  2012.” 

PART  421— MEDICARE  CONTRACTING 

24.  The  authority  citation  for  part  421 
continues  to  read  as  follows: 

Authority:  Sec.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

Subpart  F — [Removed  and  Reserved] 

25.  Subpart  F  is  removed  and 
reserved. 

PART  423— VOLUNTARY  MEDICARE 
PRESCRIPTION  DRUG  BENEFIT 

26.  The  authority  citation  for  part  423 
continues  to  read  as  follows: 

Authority:  Sections  1102, 1106, 1860D-1 
through  1860D-42,  and  1871  of  the  Social 
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Security  Act  (42  U.S.C.  1302, 1306, 1395w- 
101  through  1395W-152.  and  1395hh). 

27.  Section  423.160  is  amended  by — 

,  A.  Revising  paragraphs  (a)(3)(iv), 
(b)(l)(ii),  and  (b){2)(ii)  introductory  text. 

B.  Adding  paragraphs  (b)(l)(iii), 
(bK2)(iii),  (b)(5){i),.and  (b)(5)(ii). 

The  revisions  and  additions  read  as 
follows: 

§  423.160  Standards  for  electronic 
prescribiog. 

(a)  *  *  * 

(3)  *  *  * 

(iv)  Until  November  1,  2013,  entities 
transmitting  prescriptions  or 
prescription-related  information  where 
the  prescriber  is  required  by  law  to  issue 
a  prescription  for  a  patient  to  a  non¬ 
prescribing  provider  (such  as  a  nursing 
facility)  that  in  turn  forwards  the 
prescription  to  a  dispenser  are  exempt 
from  the  requirement  to  use  the  NCPDP 
SCRIPT  Standard  adopted  by  this 
section  in  transmitting  such 
prescriptions  or  prescription-related 
information.  After  January  1,  2012, 
entities  transmitting  prescriptions  or 
prescription-related  information  where 
the  prescriber  is  required  by  law  to  issue 
a  prescription  for  a  patient  to  a  non¬ 
prescribing  provider  (such  as  a  nursing 
facility)  that  in  turn  forwards  the 
prescription  to  a  dispenser  must  utilize 
the  NCPCP  SCRIPT. 
***** 

(b)  *  *  * 

(1)  *  *  * 

(ii)  Before  November  1,  2013  the 
standards  specified  in  paragraphs 
(b)(2)(ii)  and  (b)(3)  of  this  section. 

(iii)  On  or  after  November  1,  2013,  the 
standards  specified  in  paragraphs 

(b) (2)(ii)  and  (b)(3)  through  (b)(6)  of  this 
section. 

(2)  *  *  * 

(ii)  The  National  Council  for 
Prescription  Drug  Programs  SCRIPT 
standard.  Implementation  Guide 
Version  10.6,  approved  November  12, 
2008  (incorporated  by  reference  in 
paragraph  (c)(l)(v)  of  this  section),  or 
the  National  Council  for  Prescription 
Drug  Programs  Prescriber/Pharmacist 
Interface  SCRIPT  Standard, 
Implementation  Guide,  Version  8, 
Release  1  (Version  8.1),  October  2005 
(incorporated  by  reference  in  paragraph 

(c) (l)(i)  of  this  section),  to  provide  for 
the  communication  of  a  prescription  or 
prescription-related  information 
between  prescribers  and  dispensers,  for 
the  following: 

***** 

(iii)  The  National  Couneil  for 
Prescription  Programs  SCRIPT  standard. 
Implementation  Guide  Version  10 
release  6  approved  November  12,  2008 


(incorporated  by  reference  in  paragraph 

(c)(l)(i)  of  this  section),  to  provide  for 
the  communication  of  a  prescription  or 
related  prescription  related  information 
between  prescribers  and  dispensers. 
***** 

(5)  *  *  * 

(i)  Formulary  and  benefits.  The 
National  Council  for  Prescription  Drug 
Programs  Formulary  and  Benefits 
Standard,  Implementation  Guide, 

Version  1,  Release  0  (Version  3.0), 
January  2011  (incorporated  by  reference 
in  paragraph  (c)(l)(ii)  of  this  section)  for 
transmitting  formulary  and  benefits 
information  between  prescribers  and 
Medicare  Part  D  sponsors. 

(ii)  Formulary  and  benefits.  The 
National  Council  for  Prescription  Drug 
Programs  Formulary  and  Benefits 
Standard,  Implementation  Guide, 
Version  1,  Release  0  (Version  1.0), 
October  2005  (incorporated  by  reference 
in  paragraph  (c)(l)(ii)  of  this  section)  for 
transmitting  formulary  and  benefits 
information  between  prescribers  and 
Medicare  Part  D  sponsors;  or  The 
National  Council  for  Prescription  Drug 
Programs  Formulary  and  Benefits 
Standard,  Implementation  Guide, 
Version  1,  Release  0  (Version  3.0), 
January  2011  (incorporated  by  reference 
in  paragraph  (c)(l)(ii)  of  this  section)  for 
transmitting  formulary  and  benefits 
information  between  prescribers  and 
Medicare  Part  D  sponsors. 
***** 

28.  Subpart  F,  consisting  of  §421.500 
through  §421.505  is  removed  and 
reserved. 

PART  425— MEDICARE  SHARED 
SAVINGS  PROGRAM 

29.  The  authority  citation  for  part  425 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1106, 1871,  and 
1899  of  the  Social  Security  Act  (42  U.S.C. 
1302  and  1395hh). 

30.  Section  425.308  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

§425.308  Public  reporting  and 
transparency. 

***** 

(e)  Results  of  claims  based  measures. 
Quality  measures  reported  using  the 
GPRO  web  interface  and  patient 
experience  of  care  survey  measures  will 
be  reported  on  Physician  Compare  in 
the  same  way  as  for  the  group  practices 
that  report  under  the  Physician  Quality 
Reporting  System. 

31.  Section  425.504  is  amended  by 
adding  paragraph  (b)  to  read  as  follows: 


§425.504  Incorporating  reporting 
requirements  related  to  the  Physician 
Quality  Reporting  System. 
***** 

(b)  Physician  Quality  Reporting 
System  payment  adjustment. 

(1)  ACOs,  on  behalf  of  their  ACO 
provider/suppliers  who  are  eligible 
professionals,  must  submit  the  measures 
determined  under  §425.500  using  the 
GPRO  web  interface  established  by 
CMS,  to  satisfactorily  report  on  behalf  of 
their  eligible  professionals  for  purposes 
of  the  Physician  Quality  Reporting 
System  payment  adjustment  under  the 
Shared  Savings  Program. 

(2) (i)  ACO  providers/suppliers  that 
are  eligible  professionals  within  an  ACO 
may  only  participate  under  their  ACO 
participant  TIN  as  a  group  practice 
under  the  Physician  Quality  Reporting 
System  Group  Practice  Reporting 
Option  of  the  Shared  Savings  Program 
for  purposes  of  the  Physician  Quality 
Reporting  System  payment  adjustment 
under  the  Shared  Savings  Program. 

(ii)  Under  the  Shared  Savings 
Program,  an  ACO,  on  behalf  of  its  ACO 
providers/suppliers  who  are  eligible 
professionals,  must  satisfactorily  report 
the  measures  determined  under  Subpart 
F  of  this  part  during  the  reporting 
period  for  a  year,  as  defined  in 
paragraph  (h)(6)  of  this  section, 
according  to  the  method  of  submission 
established  by  CMS  under  the  Shared 
Savings  Program  for  purposes  of  the  ' 
Physician  Quality  Reporting  System 
payment  adjustment. 

(3)  If  an  ACO,  on  behalf  of  its  ACO 
providers/suppliers  who  are  eligible 
professionals,  does  not  satisfactorily 
report  for  purposes  of  a  Physician 
Quality  Reporting  System  payment 
adjustment,  each  ACO  supplier/ 
provider  who  is  an  eligible  professional, 
will  receive  a  payment  adjustment,  as 
described  in  paragraph  (b)(5)  of  this 
section. 

(4)  ACO  participant  TINs  and 
individual  ACO  providers/suppliers 
who  are  eligible  professionals  cannot 
satisfactorily  report  for  purposes  of  a 
Physician  Quality  Reporting  System 
payment  adjustment  outside  of  the 
Medicare  Shared  Savings  Program. 

(5)  For  eligible  professionals  subject 
to  the  Physician  Quality  Reporting 
System  payment  adjustment  under  the 
Medicare  Shared  Savings  Program,  the 
Medicare  Part  B  Physician  Fee  Schedule 
amount  for  covered  professional 
services  furnished  during  the  program 
year  is  equal  to  the  applicable  percent 
of  the  Medicare  Part  B  Physician  Fee 
Schedule  amount  that  would  otherwise 
apply  to  such  services  under  section 
1848  of  the  Act. 
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(i)  The  applicable  percent  for  2015. is 
98.5  percent. 

(ii)  The  applicable  percent  for  2016 
and  subsequent  years  is  98.0  percent. 

(6)  The  reporting  period  for  a  year  is 
the  calendar  year  from  January  1 
through  December  31  that  occurs  2  years 
prior  to  the  program  year  in  which  the 
payment  adjustment  is  applied. 

PART  486— CONDITIONS  FOR 
COVERAGE  OF  SPECIALIZED 
SERVICES  FURNISHED  BY 
SUPPLIERS 

32.  The  authority  citation  for  part  486 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1138,  and  1871  of 
the  Social  Security  Act  (42  U.S.C.  1302, 
1320b-8,  and  1395hh)  and  section  371  of  the 
Public  Health  Service  Act  (42  U.S.C  273). 

33.  Section  486.106  is  amended  by 
revising  the  introductory  text  and 
paragraphs  (a)  and  (b)  to  read  as  follows: 

§486.106  Condition  for  coverage:  Referral 
for  service  and  preservation  of  records. 

All  portable  X-ray  services  performed 
for  Medicare  beneficiaries  are  ordered 
by  a  physician  or  a  nonphysician 
practitioner  as  provided  in  §  410.32(a)  of 
this  chapter  or  by  a  nonphysician 
practitioner  as  provided  in 
§  410.32(a)(2)  and  records  are  properly 
preserved. 

(a)  Standard — referral  by  a  physician 
or  nonphysician  practitioners.  Portable 
X-ray  examinations  are  performed  only 
on  the  order  of  a  physician  licensed  to 
practice  in  the  State  or  by  a 
nonphysician  practitioner  acting  within 
the  scope  of  State  law.  Such 
nonphysician  practitioners  may  be 
treated  the  same  as  physicians  treating 
beneficiaries  for  the  purpose  of  this 
paragraph.  The  supplier’s  records  show 
that: 

(1)  The  portable  X-ray  test  was 
ordered  by  a  licensed  physician  or  a 
nonphysician  practitioner  acting  within 
the  State  scope  of  law;  and 

(2)  Such  physician  or  nonphysician 
practitioner’s  written,  signed  order 
specifies  the  reason  a  portable  X-ray  test 
is  required,  the  area  of  the  body  to  be 
exposed,  the  number  of  radiographs  to 
be  obtained,  and  the  views  needed;  it 
also  includes  a  statement  concerning  the 
condition  of  the  patient  which  indicates 
why  portable  X-ray  services  are 
necessary. 

(b)  Standard — records  of 
examinations  performed.  The  supplier 
makes  for  each  patient  a  record  of  the 
date  of  the  portable  X-ray  examination, 
the  name  of  the  patient,  a  description  of 
the  procedures  ordered  and  performed, 
the  referring  physician  or  nonphysician 
practitioner,  the  operator(s)  of  the 


portable  X-ray  equipment  who 
performed  the  examination,  the 
physician  to  whom  the  radiograph  was 
sent,  and  the  date  it  was  sent. 

A  4r  *  *  4r 

PART  495— STANDARDS  FOR  THE 
ELECTRONIC  HEALTH  RECORD 
TECHNOLOGY  INCENTIVE  PROGRAM 

34.  The  authority  citation  for  part  495 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

35.  Section  495.8  is  amended  by- 
revising  paragraph  (a)(2)(v)  to  read  as 
follows: 

§495.8  Demonstration  of  meaningful  use 
criteria. 

(a)  *  *  * 

(2)  *  *  * 

.  .(v)  Exception  for  Medicare  EPs  for  PY 
2012  and  2013 — Participation  in  the 
Physician  Quality  Reporting  System- 
Medicare  EHR  Incentive  Pilot.  To  satisfy 
the  clinical  quality  measure  reporting 
requirements  of  meaningful  use,  aside 
from  attestation,  an  EP  participating  in 
the  Physician  Quality  Reporting  System 
may  also  participate  in  the  Physician 
Quality  Reporting  System-Medicare 
EHR  Incentive  Pilot  through  one  of  the 
following  methods: 

(A)  Submission  of  data  extracted  from 
the  EP’s  certified  EHR  technology 
through  a  Physician  Quality  Reporting 
System  qualified  EHR  data  submission 
vendor;  or 

(B)  Submission  of  data  extracted  from 
the  EP’s  certified  EHR  technology, 
which  must  also  be  through  a  Physician 
Quality  Reporting  System  qualified 
EHR. 

***** 

Authority:  (Catalog  of  Federal  Domestic 
Assistance  Program  No.  93.773,  Medicare — 
Hospital  Insurance:  and  Program  No.  93.774, 
Medicare — Supplementary  Medical 
Insurance  Program) 

Dated:  )une  27,  2012. 

Marilyn  Tavenner, 

Acting  Administrator,  Centers  for  Medicare 
&■  Medicaid  Services. 

Approved:  )une  28,  2012. 

Kathleen  Sebelius, 

Secretary. 

(FR  Doc.  2012-16814  Filed  7-6-12;  4:15  pm] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  416,  419,  476,  478,  480, 
and  495 

[CMS-1589-PJ 
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Hospital  Outpatient  Prospective  and 
Ambulatory  Surgical  Center  Payment 
Systems  and  Quality  Reporting 
Programs;  Electronic  Reporting  Pilot; 
Inpatient  Rehabilitation  Facilities 
Quality  Reporting  Program;  Quality 
Improvement  Organization  Regulations 

AGENCY:  Centers  for  Medicare  & 

Medicaid  Services  (CMS),  HHS. 

ACTION:  Proposed  rule. 

SUMMARY:  This  proposed  rule  would 
revise  the  Medicare  hospital  outpatient 
prospective  payment  system  (OPPS)  and 
the  Medicare  ambulatory  surgical  center 
(ASC)  payment  system  for  CY  2013  to 
implement  applicable  statutory 
requirements  and  changes  arising  from 
our  continuing  experience  with  these 
systems.  In  this  proposed  rule,  we 
describe  the  proposed  changes  to  the 
amounts  and  factors  used  to  determine 
the  payment  rates  for  Medicare  services 
paid  under  the  OPPS  and  those  paid 
under  the  ASC  payment  system.  In 
addition,  we  are  proposing  updates  and 
refinements  to  the  requirements  for  the 
Hospital  Outpatient  (Quality  Reporting 
(OQR)  Program,  the  ASC  Quality 
Reporting  (ASCQR)  Program,  and  the 
Inpatient  Rehabilitation  Facility  (IRF) 
Quality  Reporting  Program.  We  also  are 
proposing  revisions  to  the  electronic 
reporting  pilot  for  the  Electronic  Health 
Record  (EHR)  Incentive  Program,  and 
the  various  regulations  governing 
Quality  Improvement  Organizations 
(QIOs),  including  the  secure  transmittal 
of  electronic  medical  information, 
beneficiary  complaint  resolution  and 
notification  processes,  and  technical 
changes. 

DATES:  Comment  Period:  To  be  assured 
consideration,  comments  on  all  sections 
of  this  proposed  rule  must  be  received 
at  one  of  the  addresses  provided  in  the 
ADDRESSES  section  no  later  than  5  p.m. 
EST  on  September  4,  2012. 

ADDRESSES:  In  commenting,  please  refer 
to  file  code  CMS— 1589— P.  Because  of 
staff  and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (no  duplicates,  please): 
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1.  Electronically.  You  may  (and  we 
encourage  you  to)  submit  electronic 
comments  on  this  regulation  to  http:// 
www.regulations.gov.  Follow  the 
instructions  under  the  “submit  a 
comment”  tab. 

2.  By  regular  mail.  You  may  mail 
written  comments  to  the  following 
address  ONLY:  Centers  for  Medicare  & 
Medicaid  Services,  Departident  of 
Health  and  Human  Services,  Attention: 
CMS-1589-P,  P.O.  Box  8013,  Baltimore, 
MD  21244-1850. 

Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 

3.  By  express  or  overnight  mail.  You 
may  send  written  comments  via  express 
or  overnight  mail  to  the  following 
address  ONLY:  Centers  for  Medicare  & 
Medicaid  Services,  Department  of 
Health  and  Human  Services,  Attention: 
CMS-1589-P,  Mail  Stop  C4-26-05, 

7500  Security  Boulevard,  Baltimore,  MD 
21244-1850. 

4.  By  hand  or  courier.  If  you  prefer, 
you  may  deliver  (by  hand  or  courier)  - 
your  written  comments  before  the  close 
of  the  comment  period  to  either  of  the 
following  addresses: 

a.  For  delivery  in  Washington,  DC — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  Room  445-G,  Hubert 
H.  Humphrey  Building,  200 
Independence  Avenue  SW., 

Washington,  DC  20201. 

(Because  access  to  the  interior  of  the 
Hubert  H.  Humphrey  Building  is  not 
readily  available  to  persons  without 
Federal  Government  identification, 
commenters  are  encouraged  to  leave 
their  comments  in  the  CMS  drop  slots 
located  in  the  main  lobby  of  the 
building.  A  stamp-in  clock  is  available 
for  persons  wishing  to  retain  a  proof  of 
filing  by  stamping  in  and  retaining  an 
extra  copy  of  the  comments  being  filed.) 

b.  For  delivery  in  Baltimore,  MD — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your 
comments  to  the  Baltimore  address, 
please  call  the  telephone  number  (410) 
786-7195  in  advance  to  schedule  your 
arrival  with  one  of  our  staff  members. 

Comments  mailed  to  the  addresses 
indicated  as 'appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

Submission  of  comments  on 
paperwork  requirements:  You  may 
submit  comments  on  this  document’s 
paperwork  requirements  by  following 
the  instructions  at  the  end  of  the 
“Collection  of  Information 
Requirements”  section. 


For  information  on  viewing  public 
comments,  we  refer  readers  to  the 
beginning  of  the  SUPPLEMENTARY 
INFORMATION  section. 

FOR  FURTHER  INFORMATION  CONTACT: 
Marjorie  Baldo,  (401)  786—4617,  for 
issues  related  to  new  CPT  and  Level  II 
HCPCS  codes,  exceptions  to  the  2  times 
rule,  and  new  technology  APCs. 

Jennifer  Bean,  (410)  786—4827,  for 
issues  related  to  the  Hospital  Outpatient 
Quality  Reporting  Program. 

Anita  Bhatia,  (410)  786-7236,  for 
issues  related  to  the  ASCQR  Program. 

Douglas  Brown,  (410)  786-0028,  for 
issues  related  to  Electronic  Health 
Record  Incentive  Program  Electronic 
Reporting  Pilot. 

Carrie  Bullock,  (401)  786-0378,  for 
issues  related  to  device-dependent 
APCs,  blood  products,  and  no  cost/full 
credit  and  partial  credit  devices. 

Erick  Chuang,  (410)  786-1816,  for 
issues  related  to  OPPS  APC  weights, 
mean  calculation,  copayments,  wage 
index,  outlier  payments,  and  rural 
hospital  payments. 

Caroline  Gallaher,  (410)  786-8705,  for 
issues  related  to  Inpatient  Rehabilitation 
Facilities  Quality  Reporting  Program. 

Alpha-Banu  Huq,  (410)  786-8687,  for 
issues  related  to  OPPS  drugs, 
radiopharmaceuticals,  biologicals,  blood 
clotting  factors,  and  packaged  items/ 
services. 

Twi  Jackson,  (410)  786-1159,  for 
issues  related  to  hospital  outpatient 
visits,  extended  assessment  composite 
APC,  and  inpatient-only  procedures. 

Thomas  Kessler,  (410)  786-1991,  for 
issues  related  to  QIO  regulations. 

Marina  Kushnirova,  (410)  786-2682, 
for  issues  related  to  OPPS  status 
indicators  and  comment  indicators. 

Barry  Levi,  (410)  786—4529,  for  issues 
related  to  OPPS  pass-through  devices, 
brachytherapy  sources,  intraoperative 
radiation  therapy  (lORT),  brachytherapy 
composite  APC,  multiple  imaging 
composite  APCs,  cardiac 
resynchronization  therapy  composite, 
and  cardiac  electrophysiologic 
evaluation  and  ablation  composite  APC. 

Jana  Lindquist,  (410)  786-4533,  for 
issues  related  to  partial  hospitalization 
and  community  mental  health  center 
issues. 

Ann  Marshall,  (410)  786-3059,  for 
issues  related  to  OPPS  supervision, 
proton  beam  therapy,  and  the  Hospital 
Outpatient  Payment  (HOP)  Panel. 

John  Mclnnes,  (410)  786-0378,  for 
issues  related  to  new  technology 
intraocular  lenses  (NTIOLs). 

Char  Thompson,  (410)  786-2300,  for 
issues  related  to  OPPS  CCRs  and 
ambulatory  surgical  center  (ASC) 
payments. 


Marjorie  Baldo,  (410)  786—4617,  for 
all  other  issues  related  to  hospital 
outpatient  and  ambulatory  surgery 
center  payments  not  previously 
identified. 

SUPPLEMENTARY  INFORMATION:  Inspection 
of  Public  Comments:  All  comments 
received  before  the  close  of  the 
comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have 
been  received:  http:// 
www.regulations.gov.  Follow  the  search 
instructions  on  that  Web  site  to  view 
public  comments. 

Comments  received  timely  will  also 
be  available  for  public  inspection, 
generally  beginning  approximately  3 
weeks  after  publication  of  the  rule,  at 
the  headquarters  of  the  Centers  for 
Medicare  &  Medicaid  Services,  7500 
Security  Boulevard,  Baltimore,  MD 
21244,  on  Monday  through  Friday  of 
each  week  from  8:30  a.m.  to  4:00  p.m. 
EST.  To  schedule  an  appointment  to 
view  public  comments,  phone  1-800- 
743-3951. 

Electronic  Access 

This  Federal  Register  document  is 
also  available  from  the  Federal  Register 
online  database  through  Federal  Digital 
System  (FDsys),  a  service  of  the  U.S. 
Government  Printing  Office.  This 
database  can  be  accessed  via  the 
Internet  at  http://wwn'.gpo.gov/fdsys/. 

Addenda  Available  Only  Through  the 
Internet  on  the  CMS  Web  Site 

In  the  past,  a  majority  of  the  Addenda 
referred  to  in  our  OPPS/ASC  proposed 
and  final  rules  were  published  in  the 
Federal  Register  as  part  of  the  annual 
rulemakings.  However,  beginning  with 
the  CY  2012  proposed  rule,  all  of  the 
Addenda  will  no  longer  appear  in  the 
Federal  Register  as  part  of  the  annual 
OPPS/ASC  proposed  and  final  rules  to 
decrease  administrative  burden  and 
reduce  costs  associated  with  publishing 
lengthy  tables.  Instead,  these  Addenda 
will  be  published  and  available  only  on 
the  CMS  Web  site.  The  Addenda 
relating  to  the  OPPS  are  available  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html.  The 
Addenda  relating  to  the  ASC  payment 
system  are  available  at:  http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Paym  ent/AS  CPaym  en  t/ 
index.html.  Readers  who  experience  any 
problems  accessing  any  of  the  Addenda 
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that  are  posted  on  the  CMS  Web  site 
identified  above  should  contact  Charles 
Braver  at  (410)  786-0378. 

Alphabetical  List  of  Acronyms 
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Subsequent  Payment  Determination 
Years 

d.  Proposed  Claims-Based  Measure  Data 
Requirements  for  the  CY  2014  and  CY 

2015  Payment  Determinations 

e.  Proposed  Structural  Measure  Data 
Requirements  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

f.  Proposed  Data  Submission  Requirements 
for  OP-22:  ED-Patient  Left  Before  Being 
Seen  for  the  CY  2015  Payment 
Determination 

g.  Proposed  Population  and  Sampling  Data 
Requirements  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

3.  Proposed  Hospital  OQR  Program 
Validation  Requirements  for  Chart- 
Abstracted  Measure  Data  Submitted 
Directly  to  CMS  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Years 

a.  Random  Selection  of  Hospitals  for  Data 
Validation  of  Chart-Abstracted  Measures 
for  the  CY  2014  Payment  Determination 
and  Subsequent  Years 

b.  Targeting  and  Proposed  Targeting 
Criteria  for  Data  Validation  Selection  for 
CY  2014  Payment  Determination  and  for 
Subsequent  Years 

c.  Proposed  Methodology  for  Encounter 
Selection  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

d.  Validation  Score  Calculation  for  the  CY 
2014  Payment  Determination  and 
Subsequent  Years 

H.  Proposed  Hospital  OQR  Reconsideration 
and  Appeals  Procedures  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Years 

I.  Proposed  Extraordinary  Circumstances 
Extension  or  Waiver  for  the  CY  2013 
Payment  Determination  and  Subsequent 
Years 

J.  Electronic  Health  Records  (EHRs) 

K.  Proposed  2013  Medicare  EHR  Incentive 
Program  Electronic  Reporting  Pilot  for 
Eligible  Hospitals  and  CAHs 

XVI.  Requirements  for  the  Ambulatory 
Surgical  Centers  Quality  Reporting 
(ASCQR)  Program 

A.  Background 

1.  Overview 

2.  Statutory  History  of  the  ASC  Quality 
Reporting  (ASCQR)  Program 

3.  History  of  the  ASCQR  Program 

B.  ASCQR  Program  Quality  Measures 
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1.  Proposed  Considerations  in  the 
Selection  of  ASCQR  Program  Quality 
Measures 

2.  ASCQR  Program  Quality  Measures 

3.  ASC  Measure  Topics  for  Future 
Consideration 

4.  Clarification  Regarding  the  Process  for 
Updating  ASCQR  Program  Measures 

C.  Proposed  Requirements  for  Reporting  of 
ASC  Quality  Data 

1.  Form,  Manner,  and  Timing  for  Claims- 
Based  Measures  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Payment  Determination  Years 

a.  Background 

b.  Proposals  Regarding  Form,  Manner,  and 
Timing  for  Claims-Based  Measures  for 
CY  2015  and  Subsequent  Payment 
Determination  Years 

2..  Data  Completeness  and  Minimum 
Threshold  for  Claims-Based  Measures 
Using  QDCs 

a.  Background 

b.  Proposals  Regarding  Data  Completeness 
Requirements  for  the  CY  2015  Payment 
Determination  and  Subsequent  Payment 
Determination  Years 

D.  Proposed  Payment  Reduction  for  ASCs 
That  Fail  To  Meet  the  ASCQR  Program 
Requirements 

1.  Statutory  Background 

2.  Proposed  Reduction  to  the  ASC  Payment 
Rates  for  ASCs  That  Fail  To  Meet  the 
ASCQR  Program  Requirements 
Beginning  with  the  CY  2014  Payment 
Determination  and  Subsequent  Payment 
Determination  Years 

XVII.  Proposed  Inpatient  Rehabilitation 

Facility  (IRF)  Quality  Reporting  Program 
Updates 

A.  Overview 

B.  Updates  to  IRF  QRP  Measures  Which 
Are  Made  as  a  Result  of  Review  by  the 
NQF  Process 

C.  Proposed  Process  for  Retention  of  IRF  • 
Quality  Measures  Adopted  in  Previous 
Rulemaking  Cycles 

D.  Adopted  Measures  for  the  FY  2014 
Payment  Determination 

1.  Clarification  Regarding  Existing  IRF 
Quality  Measures  That  Have  Undergone 
Changes  During  NQF  Measure 
Maintenance  Processes 

2.  Proposed  Updates  to  the  “Percent  of 
Residents  Who  Have  Pressure  Ulcers 
That  Are  New  or  Worsened”  Measure 

XVIIl.  Proposed  Revisions  to  the  Quality 
Improvement  Organization  (QIO) 
Regulations  (42  CFR  Parts  476,  478,  and 
480) 

A.  Summary  of  Proposed  Changes 

B.  Quality  of  Care  Review 

1.  Beneficiary  Complaint  Reviews 

2.  Completion  of  General  Quality  of  Care 
Reviews 

C.  Use  of  Confidential  Information  That 
Explicitly  or  Implicitly  Identifies 
Patients 

D.  Secure  Transmissions  of  Electronic 
Versions  of  Medical  Information 

E.  Active  Staff  Privileges 

F.  Proposed  Technical  Corrections 

XIX.  Files  Available  to  the  Public  Via  the 
Internet 

XX.  Collection  of  Information  Requirements 

A.  Legislative  Requirements  for 

Solicitation  of  Comments 


B.  Proposed  Requirements  in  Regulation 
Text 

C.  Proposed  Associated  Information 
Collections  Not  Specified  in  Regulatory 
Text 

1.  Hospital  OQR  Program 

2.  Hospital  OQR  Program  Measures  for  the 
CY  2013,  CY  2014,  CY  2015,  and  CY 
2016  Payment  Determinations 

3.  Proposed  Hospital  OQR  Program 
Validation  Requirements  for  CY  2014 

4.  Proposed  Hospital  OQR  Program 
Reconsideration  and  Appeals  Procedures 

5.  ASCQR  Program  Requirements 

6.  IRF  QRP 

XXI.  Response  to  Comments 

XXII.  Economic  Analyses 

A.  Regulatory  Impact  Analysis 

1.  Introduction 

2.  Statement  of  Need 

3.  Overall  Impacts  for  OPPS  and  ASC 
Provisions 

4.  Detailed  Economic  Analyses 

a.  Estimated  Effects  of  Proposed  OPPS 
Changes 

(1)  Limitations  of  Our  Analysis 

(2)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  Hospitals 

(3)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  CMHCs 

(4)  Estimated  Effect  of  Proposed  OPPS 
Changes  on  Beneficiaries 

(5)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  Other  Providers 

(6)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  the  Medicare  and  Medicaid 
Programs 

(7)  Alternative  OPPS  Policies  Considered 

b.  Estimated  Effects  of  ASC  Payment 
System  Proposals 

(1)  Limitations  of  Our  Analysis 

(2)  Estimated  Effects  of  ASC  Payment 
System  Proposals  on  ASCs 

(3)  Estimated  Effects  of  ASC  Payment 
System  Proposals  on  Beneficiaties 

(4)  Alternative  ASC  Payment  Policies 
Considered 

c.  Effects  of  the  Proposed  Revisions  to  the 
QIO  Regulations 

d-  Accounting  Statements  and  Tables 

e.  Effects  of  Proposed  Requirements  for  the 
Hospital  OQR  Program 

f.  Effects  of  the  Proposed  EHR  Incentive 
Program  Electronic  Reporting  Pilot 

g.  Effects  of  Proposals  for  the  ASCQR 
Program 

h.  Effects  of  Proposed  Updates  to  the  IRF 
QRP 

B.  Regulatory  Flexibility  Act  (RFA) 
Analysis 

C.  Unfunded  Mandates  Reform  Act 
Analysis 

D.  Conclusion 

XXIIl.  Federalism  Analysis 

I.  Executive  Summary  and  Background 

A.  Executive  Summary  of  This  Proposed 
Rule 

1.  Purpose 

In  this  proposed  rule,  we  are 
proposing  to  update  the  payment 
policies  and  payment  rates  for  services 
furnished  to  Medicare  beneficiaries  in 
hospital  outpatient  departments  and 


ASCs  beginning  January  1,  2013. 

Section  1833(t)  of  the  Social  Security 
Act  (the  Act)  requires  us  to  annually 
review  and  update  the  relative  payment 
weights  and  conversion  factor  for 
services  payable  under  the  OPPS.  Under 
section  1833(i)  of  the  Act,  we  annually 
review  and  update  the  ASC  payment 
rates.  We  describe  these  and  various 
other  statutory  authorities  in  the 
relevant  sections  of  this  proposed  rule. 

In  addition  to  establishing  payment 
rates  for  CY  2013,  we  are  proposing 
updates  and  new  requirements  under 
the  Hospital  OQR  Program,  the  ASCQR 
Program,  and  the  IRF  Quality  Reporting 
Program.  We  also  are  proposing  certain 
revisions  to  the  electronic  reporting 
pilot  for  the  EHR  Incentive  Program  and 
to  the  regulations  governing  the  Quality 
Improvement  Organizations  (QIOs), 
including  the  secure  transmittal  of 
electronic  medical  information, 
beneficiary  complaint  resolution  and 
notification  processes,  and  technical 
corrections. 

2.  Summary  of  the  Major  Provisions 

•  OPPS  Update:  For  CY  2013,  we  are 
proposing  to  increase  payment  rates 
under  the  OPPS  by  an  OPD  fee  schedule 
increase  factor  of  2.1  percent.  This 
increase  is  based  on  the  projected 
hospital  inpatient  market  basket 
percentage  increase  of  3.0  percent  for 
inpatient  services  paid  under  the 
hospital  inpatient  prospective  payment 
system  (IPPS),  minus  the  proposed 
multifactor  productivity  (MFP) 
adjustment  of  0.8  percentage  points,  and 
minus  a  0.1  percentage  point  adjustment 
required  by  the  Affordable  Care  Act. 
Under  this  proposal,  we  estimate  that 
total  payments,  including  beneficiary 
cost-sharing  for  CY  2013  to  the  more 
than  4,000  facilities  paid  under  the 
OPPS  (including  general  acute  care 
hospitals,  children’s  hospitals,  cancer 
hospitals,  and  community  mental  health 
centers  (CMHCs)),  would  be 
approximately  $48.1  billion,  an  increase 
of  approximately  $4.6  billion  compared 
to  CY  2012  payments,  or  $700  million 
excluding  our  estimated  changes  in 
enrollment,  utilization,  and  case-mix. 

We  are  proposing  to  continue 
implementing  the  statutory  2.0 
percentage  point  reduction  in  payments 
for  hospitals  failing  to  meet  the  hospital 
outpatient  quality  reporting 
requirements,  by  applying  a  reporting 
ratio  of  0.980  to  the  OPPS  payments  and 
copayments  for  all  applicable  services. 

•  Geometric  Mean-Based  Relative 
Payment  Weights:  CMS  has  discretion 
under  the  statute  to  set  OPPS  payments 
based  upon  either  the  estimated  mean  or 
median  costs  of  services  within  an 
Ambulatory  Payment  Classification 
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(APC)  group,  the  unit  of  payment.  To 
improve  our  cost  estimation,  for  CY 
2013,  we  are  proposing  to  use  the 
geometric  mean  costs  of  services  within 
an  APC  to  determine  the  relative 
payment  weights  of  services,  rather  than 
the  median  costs  that  we  have  used 
since  the  inception  of  the  OPPS.  Our 
analysis  shows  that  the  proposed 
change  to  means  would  have  a  limited 
payment  impact  on  most  providers, 
with  a  small  number  experiencing 
payment  gain  or  loss  based  on  their 
service-mix. 

•  Rural  Adjustment:  We  are 
proposing  to  continue  an  adjustment  of 
7.1  percent  to  the  OPPS  payments  to 
certain  rural  sole  community  hospitals 
(SCHs),  including  essential  access 
community  hospitals  (EACHs).  This 
adjustment  would  apply  to  all  services 
paid  under  the  OPPS,  excluding 
separately  payable  drugs  and 
biologicals,  devices  paid  under  the  pass- , 
through  payment  policy,  and  items  paid 
at  charges  reduced  to  cost. 

•  Cancer  Hospital  Payment 
Adjustment:  For  CY  2013,  we  are 
proposing  to  continue  our  policy  to 
provide  additional  payments  to  cancer 
hospitals  so  that  the  hospital’s  payment- 
to-cost  ratio  (PCR)  with  the  payment 
adjustment  is  equal  to  the  weighted 
average  PCR  for  the  other  OPPS 
hospitals  using  the  most  recent 
submitted  or  settled  cost  report  data. 
Based  on  those  data,  a  proposed  target 
PCR  of  0.91  would  be  used  to  determine 
the  CY  2013  cancer  hospital  payment 
adjustment  to  be  paid  at  cost  report 
settlement.  That  is,  the  payment  amount 
associated  with  the  cancer  hospital 
payment  adjustment  would  be  the 
additional  payment  needed  to  result  in 
a  proposed  PCR  equal  to  0.91  for  each 
cancer  hospital. 

•  Payment  Adjustment  Policy  for 
Radioisotopes  Derived  from  Non-Highly 
Enriched  Uranium  Sources:  The 
Administration  has  established  an 
agenda  to  eliminate  domestic  reliance 
on  reactors  outside  of  the  United  States 
that  produce  highly  enriched  uranium 
(HEU),  and  to  promote  the  conversion  of 
all  medical  isotope  production  to  non- 
HEU  sources.  We  are  proposing  to 
exercise  our  statutory  authority  to  make 
payment  adjustments  necessary  to 
ensure  equitable  payments,  to  provide 
an  adjustment  for  CY  2013  to  cover  the 
marginal  cost  of  hospital  conversion  to 
use  of  non-HEU  sources  to  obtain 
radioisotopes  used  in  medical  imaging. 
The  adjustment  would  cover  the 
marginal  cost  of  radioisotopes  produced 
from  non-HEU  sources  over  the  costs  of 
radioisotopes  produced  by  HEU  sources. 

•  Payment  of  Drugs,  Biologicals,  and 
Radiopharmaceuticals:  For  CY  2013,  we 


are  proposing  to  pay  for  the  acquisition 
and  pharmacy  overhead  costs  of 
separately  payable  drugs  and  biologicals 
that  do  not  have  pass-through  status  at 
the  statutory  default  of  average  sales 
price  (ASP)  plus  6  percent. 

•  Supervision  of  Hospital  Outpatient 
Therapeutic  Services:  We  are  clarifying 
the  application  of  the  supervision 
regulations  to  physical  therapy,  speech- 
language  pathology,  and  occupational 
therapy  services  that  are  furnished  in 
OPPS  hospitals  and  critical  access 
hospitals  (CAHs).  We  are  proposing  to 
extend  the  enforcement  instruction  for 
CAHs  and  certain  small  rural  hospitals 
for  one  final  year  through  CY  2013. 

•  Outpatient  Status:  We  are 
concerned  about  recent  increases  in  the 
length  of  time  that  Medicare 
beneficiaries  spend  as  outpatients 
receiving  observation  services.  In 
addition,  hospitals  continue  to  express 
concern  about  Medicare  Part  B  rebilling 
policies  when  a  hospital  inpatient  claim 
is  denied  because  the  admission  was  not 
medically  necessary.  We  are  providing 
an  update  on  the  Part  A  to  Part  B 
Rebilling  Demonstration  that  is  in  effect 
for  CY  2012  through  CY  2014,  which 
was  designed  to  assist  us  in  evaluating 
these  issues.  In  addition,  we  are 
soliciting  public  comments  on  potential 
clarifications  or  changes  to  our  policies 
regarding  patient  status  that  may  be 
appropriate. 

•  Ambulatory  Surgical  Center 
Payment  Update:  For  CY  2013,  we  are 
proposing  to  increase  payment  rates 
under  the  ASC  payment  system  by  an 
MFP-adjusted  CPI-U  update  factor  of 
1.3  percent.  This  increase  is  based  on  a 
projected  CPI-U  update  of  2.2  percent 
minus  a  multifactor  productivity 
adjustment  required  by  the  Affordable 
Care  Act  that  is  projected  to  be  0.9 
percent.  Based  on  this  update,  we 
estimate  that  total  ASC  payments, 
including  beneficiary  cost-sharing,  for 
CY  2013  would  be  approximately 
$4,103  billion,  an  increase  of 
approximately  $211  million  compared 
to  estimated  CY  2012  payments. 

•  New  Technology  Intraocular 
Lenses:  We  are  proposing  significant 
revisions  to  the  regulations  governing 
payments  for  new  technology 
intraocular  lens  (NTIOLs),  specifically 
§  416.195(a)(2)  and  §  416.195(a)(4).  We 
are  proposing  to  revise  §  416.195(a)(2)  to 
require  that  the  lOL’s  FDA-approved 
labeling  contain  a  claim  of  a  specific 
clinical  benefit  based  on  a  new  lens 
characteristic  in  comparison  to 
currently  available  lOLs.  We  are 
proposing  to  revise  §  416.195(a)(4)  to 
require  that  any  specific  clinical  benefit 
referred  to  in  §  416.195(a)(2)  must  be 
supported  by  evidence  that 


demonstrates  that  the  lOL  results  in  a 
measurable,  clinically  meaningful, 
improved  outcome. 

•  Ambulatory  Surgical  Center  Quality 
Reporting  (ASCQR)  Program:  For  the 
ASCQR  Program,  we  are  seeking  public 
comment  on  our  approach  for  future 
measure  selection  and  development  as 
well  as  proposing  certain  measures  for 
future  inclusion  in  the  ASCQR  Program 
measure  set.  For  the  CY  2015  payment 
determiiidtion  and  subsequent  years 
payment  determinations,  we  are 
proposing  requirements  regarding  the 
dates  for  submission,  payment,  and 
completeness  for  claims-based 
measures.  We  also  are  proposing  how 
the  payment  rates  would  be  reduced  for 
ASCs  that  fail  to  meet  program 
requirements  beginning  in  CY  2014  and 
are  clarifying  our  policy  on  updating 
measures. 

•  Hospital  Outpatient  Quality 
Reporting  (OQR)  Program:  For  the 
Hospital  OQR  Program,  we  are 
proposing  no  new  measures  for  CY 
2013.  We  also  are  proposing  no  new 
targeting  criteria  to  select  hospitals  for 
validation  of  medical  records.  We  are 
confirming  the  suspension  of  data 
collection  for  specific  measures.  We  are 
proposing  that  the  criteria  we  would 
consider  when  determining  whether  to 
retire  measures  for  the  Hospital 
Inpatient  Quality  Reporting  (IQR) 
Program  are  applicable  likewise  to  the 
Hospital  OQR  Program.  We  are 
proposing  that  measures  adopted  in 
future  rulemaking  are  automatically 
adopted  for  all  subsequent  year  payment 
determinations  unless  we  propose  to 
remove,  suspend,  or  replace  them.  We 
are  proposing  changes  to  administrative 
forms  used  in  the  program.  We  are 
proposing  to  extend  the  deadline  for 
submitting  a  notice  of  participation  form 
and  to  enter  structural  measures  data. 

•  Electronic  Health  Record  (EHR) 
Incentive  Program:  For  the  EHR 
Incentive  Program,  we  are  proposing  to 
extend  the  2012  Medicare  EHR 
Incentive  Program  Electronic  Reporting 
Pilot  for  Eligible  Hospitals  and  CAHs 
through  2013,  exactly  as  finalized  for 
2012.  Other  changes  to  the  Medicare 
and  Medicaid  EHR  Incentive  Programs 
are  proposed  in  a  Notice  of  Proposed 
Rulemaking  published  in  the  Federal 
Register  on  March  7,  2012. 

•  Inpatient  Rehabilitation  Facility 
Quality  Reporting  Program  (IRE  QRP): 
We  are  proposing  to:  (1)  Adopt  updates 
on  a  previously  adopted  measure  for  the 
IRF  QRt*  that  will  affect  annual 
prospective  payment  amounts  in  FY 
2014;  (2)  adopt  a  policy  that  would 
provide  that  any  measure  that  has  been 
adopted  for  use  in  the  IRF  QRP  will 
remain  in  effect  until  the  measure  is 
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actively  removed,  suspended,  or 
replaced;  and  (3)  adopt  policies 
regarding  when  notice-and-comment 
rulemaking  will  be  used  to  update 
existing  IRF  QRP  measures. 

•  Revisions  to  the  Quality 
Improvement  Organization  (QIO) 
Regulations:  We  are  proposing  to  revise 
the  QIO  program  regulations  to:  (1)  Give 
QIOs  the  authority  to  send  and  receive 
secure  transmissions  of  electronic 
versions  of  medical  information;  (2) 
provide  more  detailed  and  improved 
procedures  for  QIOs  when  completing 
Medicare  beneficiary  complaint  reviews 
and  general  quality  of  care  reviews, 
including  procedures  related  to  a  new 
alternative  dispute  resolution  process 
called  “immediate  advocacy”;  (3) 
increase  the  information  beneficiaries 
receive  in  response  to  QIO  review 
activities;  (4)  convey  to  Medicare 
beneficiaries  the  right  to  authorize  the 
release  of  confidential  information  by 
QIOs;  and  (5)  make  other  technical 
changes  that  are  designed  to  improve 
the  regulations.  The  technical  changes 
to  the  QIO  regulations  that  we  are 
proposing  to  improve  the  regulations 
reflect  CMS’  commitment  to  the  general 
principles  of  the  President’s  Executive 
Order  on  Regulatory  Reform,  Executive 
Order  13563  (January  18,  2011). 

3.  Summary  of  Costs  and  Benefits 

In  sections  XXII.  and  XXIII.  of  this 
proposed  rule,  we  set  forth  a  detailed 
analysis  of  the  regulatory  and  federalism 
impacts  that  the  proposed  changes 
would  have  on  affected  entities  and 
beneficiaries.  Key  estimated  impacts 
include  the  following: 

a.  Impacts  of  the  OPPS  Update 

(1)  Impacts  of  All  Proposed  OPPS 
Changes 

Table  45  in  section  XXII.  of  this 
proposed  rule  displays  the 
distributional  impact  to  various  groups 
of  hospitals  and  for  CMHCs  of  all  the 
proposed  OPPS  changes  for  CY  2013 
compared  to  all  estimated  OPPS 
payments  in  CY  2012.  We  estimate  that 
the  proposals  in  this  proposed  rule 
would  result  in  a  2.1  percent  overall 
increase  in  OPPS  payments  to 
providers.  We  estimate  that  the  increase 
in  OPPS  expenditures,  including 
beneficiary  cost-sharing,  would  be 
approximately  $700  million,  not  taking 
into  account  potential  changes  in 
enrollment,  utilization,  and  case  mix. 
Taking  into  account  estimated  spending 
changes  that  are  attributable  to  these 
factors,  we  estimate  an  increase  of 
approximately  $4.6  billion  in  OPPS 
expenditures,  including  beneficiary 
cost-sharing,  for  CY  2013  compared  to 


CY  2012  OPPS  expenditures.  We 
estimate  that  total  OPPS  payments, 
including  beneficiary  cost-sharing, 
would  be  $48.1  billion  for  CY  2013. 

We  estimated  the  isolated  impact  of 
our  proposed  OPPS  policies  on  CMHCs 
because  CMHCs  furnish  only  partial 
hospitalization  services.  Continuing  the 
provider-specific  structure  that  we 
adopted  for  CY  2011  and  basing 
payment  fully  on  the  data  for  the  type 
of  provider  furnishing  the  service,  we 
estimate  a  4.4  percent  decrease  in  CY 
2013  payments  to  CMHCs  relative  to 
their  CY  2012  jjayments.  This  effect  is 
largely  attributable  to  a  decline  in  the 
relative  payment  weight  for  APC  0173 
(Level  II  Partial  Hospitalization  (4  or 
more  services)  for  CMHCs)  using  the 
proposed  geometric  mean-based  relative 
payment  weights  as  opposed  to  mediain- 
based  relative  payment  weights. 

(2)  Impacts  of  Basing  APC  Relative 
Weights  on  Geometric  Mean  Costs 

We  estimate  that  our  proposal  to  base 
the  APC  relative  payment  weights  on 
the  geometric  mean  costs  rather  than  the 
median  costs  of  services  within  an  APC 
would  not  significantly  impact  most 
providers.  Payments  to  low  volume 
urban  hospitals  and  to  hospitals  for 
which  disproportionate  share  hospital 
(DSH)  data  are  not  available  would 
increase  by  an  estimated  2.1  and  4.0 
percent,  respectively.  The  increase  to 
hospitals  without  available  DSH  data  is 
largely  attributable  to  payment  increases 
for  partial  hospitalization  and  group 
psychotherapy  services  furnished  in  the 
hospital.  These  hospitals  are  largely 
non-IPPS  psychiatric  hospitals.  In 
contrast,  payments  to  CMHCs  would 
decrease  .by  an  estimated  6.9  percent 
due  primarily  to  lower  payments  for  ■ 
APC  0173  (Level  II  Pailial 
Hospitalization  (4  or  more  services)  for 
CMHCs). 

(3)  Impacts  of  the  Updated  Wage  Indices 

We  estimate  no  significant  impacts 
related  to  updating  the  wage  indices  and 
apjjlying  the  frontier  State  wage  index. 
Adjustments  to  the  wage  indices  other 
than  the  frontier  State  wage  adjustment 
would  not  significantly  affect  most 
hospitals.  Overall,  urban  hospitals 
would  experience  no  change  from  CY 
2012  to  CY  2013,  and  rural  hospitals 
would  experience  payment  decreases  of 
approximately  0.2  percent.  Urban 
hospitals  in  the  New  England  and 
Pacific  regions  would  experience  the 
most  significant  payment  changes  with 
a  decrease  of  1.2  percent  in  New 
England  and  aii  increase  of  1.6  percent 
in  the  Pacific  region. 

We  estimate  that  all  facilities  and  all 
hospitals  would  experience  a  combined 


increase  of  0.1  percent  due  to  the 
frontier  State  wage  index,  which  is  not 
budget  neutral.  The  frontier  State  wage 
index  would  only  affect  hospitals  in  the 
West  North  Central  and  Mountain 
regions,  with  rural  hospitals  in  those 
regions  experiencing  slightly  greajer 
percentage  payment  increases  than 
urban  hospitals  in  those  regions. 

(4)  Impacts  of  the  Rural  Adjustment  and 
the  Cancer  Hospital  Payment 
Adjustment 

There  are  no  significant  impacts  of 
our  payment  proposals  for  hospitals  that 
are  eligible  for  the  proposed  rural 
adjustment  or  for  the  proposed  cancer 
hospital  payment  adjustment.  We  are 
not  proposing  any  change  in  policies  for 
determining  the  rural  and  cancer 
hospital  payment  adjustments,  and  the 
proposed  adjustment  amounts  do  not 
significantly  impact  the  budget 
neutrality  adjustments  for  these 
policies. 

(5)  Impacts  of  the  OPD  Fee  Schedule 
Increase  Factor 

We  estimate  that,  for  most  hospitals, 
the  application  of  the  proposed  OPD  fee 
schedule  increase  factor  of  2.1  percent 
to  the  conversion  factor  would  mitigate 
the  small  negative  impacts  of  the  budget 
neutrality  adjustments.  Certain  low 
volume  hospitals  and  hospitals  for 
which  DSH  data  are  not  available  would 
experience  larger  increases  ranging  from 
4.1  percent  to  8.3  percent.  We  estimate 
that  rural  and  urban  hospitals  would 
experience  similar  increases  of 
approximately  2  percent  as  a  result  of 
the  proposed  OPD  fee  schedule  increase 
factor  and  other  budget  neutrality 
adjustments.  Classifying  hospitals  by 
teaching  status  or  type  of  ownership 
suggests  that  these  hospitals  would 
receive  similar  increases. 

b.  Impacts  of  the  Proposed  ASC 
Payment  Update 

For  impact  purposes,  the  surgical 
procedures  on  the  ASC  list  of  covered 
procedures  are  aggregated  into  surgical 
specialty  groups  using  CPT  and  HCPCS 
code  range  definitions.  The  percentage 
change  in  estimated  total  payments  by 
specialty  groups  under  the  proposed  CY 
2013  payment  rates  compared  to 
estimated  CY  2012  payment  rates  range 
between  -  2  percent  for  respiratory 
system  procedures,  integumentary 
system  procedures,  and  cardiovascular 
system  procedures  to  5  percent  for 
nervous  system  procedures. 

c.  Impacts  of  the  Hospital  OQR  Program 

\ 

We  do  not  expect  our  proposals  to 
significantly  affect  the  number  of 
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hospitals  that  do  not  receive  a  full 
annual  payment  update. 

d.  Impacts  of  the  EHR  Incentive  Program 
-.Proposal 

There  are  no  changes  from  the  2012 
OPPS/ASC  final  rule  to  the  costs  or 
impact  for  the  proposed  2013  Medicare 
EHR  Incentive  Program  Electronic 
Reporting  Pilot  for  Hospitals  and  CAHs. 

e.  Impacts  of  the  ASCQR  Program 

We  do  not  expect  our  proposals  to 
significantly  affect  the  number  of  ASCs 
that  do  not  receive  a  full  annual 
payment  update  beginning  in  CY  2014. 

B.  Legislative  and  Regulatory  Authority 
for  the  Hospital  OPPS 

When  Title  XVIII  of  the  Act  was 
enacted,  Medicare  payment  for  hospital 
outpatient  services  was  based  on 
hospital-specific  costs.  In  an  effort  to 
ensure  that  Medicare  and  its 
beneficiaries  pay  appropriately  for 
services  and  to  encourage  more  efficient 
delivery  of  care,  the  Congress  mandated 
replacement  of  the  reasonable  cost- 
based  payment  methodology  with  a 
prospective  payment  system  (PPS).  The 
Balanced  Budget  Act  of  1997  (BBA) 

(Pub.  L.  105-33)  added  section  1833(t) 
to  the  Act  authorizing  implementation 
of  a  PPS  for  hospital  outpatient  services. 
The  OPPS  was  first  implemented  for 
services  furnished  on  or  after  August  1, 
2000.  Implementing  regulations  for  the 
OPPS  are  located  at  42  CFR  Parts  410 
and  419. 

The  Medicare,  Medicaid,  and  SCHIP 
Balanced  Budget  Refinement  Act  of 

1999  (BBRA)  (Pub.  L.  106-113)  made 
major  changes  in  the  hospital  OPPS. 

The  following  Acts  made  additional 
changes  to  the  OPPS:  the  Medicare, 
Medicaid,  and  SCHIP  Benefits 
Improvement  and  Protection  Act  of 

2000  (BIPA)  (Pub.  L.  106-554);  the 
Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003  (MMA)  (Pub.  L.  108-173);  the 
Deficit  Reduction  Act  of  2005  (DRA) 
(Pub.  L.  109-171),  enacted  on  February 
8,  2006;  the  Medicare  Improvements 
and  Extension  Act  under  Division  B  of 
Title  I  of  the  Tax  Relief  and  Health  Care 
Act  of  2006  (MIEA-TRHCA)  (Pub.  L. 
109-432),  enacted  on  December  20, 
2006;  the  Medicare,  Medicaid,  and 
SCHIP  Extension  Act  of  2007  (MMSEA) 
(Pub.  L.  110-173),  enacted  on  December 
29,  2007;  the  Medicare  Improvements 
for  Patients  and  Providers  Act  of  2008 
(MIPPA)  (Pub.  L.  110-275),  enacted  on 
July  15,  2008;  the  Patient  Protection  and 
Affordable  Care  Act  (Pub.  L.  111-148), 
enacted  on  March  23,  2010,  as  amended 
by  the  Health  Care  and  Education 
Reconciliation  Act  of  2010  (Pub.  L.  111- 


152),  enacted  on  March  30,  2010  (These 
two  public  laws  are  collectively  known 
as  the  Affordable  Care  Act.);  the 
Medicare  and  Medicaid  Extenders  Act 
of  2010  (MMEA,  Pub.  L.  111-309);  the 
Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  (TPTCCA, 

Pub.  L.  112-78),  enacted  on  December 
23,  2011;  and  most  recently  the  Middle 
Class  Tax  Relief  and  Job  Creation  Act  of 
2012  (MCTRJCA,  Pub.  L.  112-96), 
enacted  on  February  22,  2012. 

Under  the  OPPS,  we  pay  for  hospital 
outpatient  services  on  a  rate-per-service 
basis  that  varies  according  to  the  APC 
group  to  which  the  service  is  assigned. 
We  use  the  Healthcare  Common 
Procedure  Coding  System  (HCPCS) 
(which  includes  certain  Current 
Procedural  Terminology  (CPT)  codes)  to 
identify  and  group  the  services  within 
each  APC.  The  OPPS  includes  payment 
for  most  hospital  outpatient  services, 
except  those  identified  in  section  I.C.  of 
this  proposed  rule.  Section  1833(t)(l)(B) 
of  the  Act  provides  for  payment  under 
the  OPPS  for  hospital  outpatient 
services  designated  by  the  Secretary 
(which  includes  partial  hospitalization 
services  furnished  by  CMHCs)  and 
hospital  services  that  are  furnished  to 
inpatients  who  are  entitled  to  Part  A 
and  have  exhausted  their  Part  A 
benefits,  or  who  are  not  so  entitled. 

The  OPPS  rate  is  an  unadjusted 
national  payment  amount  that  includes 
the  Medicare  payment  and  the 
beneficiary  copayment.  This  rate  is 
divided  into  a  labor-related  amount  and 
a  nonlabor-related  amount.  The  labor- 
related  amount  is  adjusted  for  area  wage 
differences  using  the  hospital  inpatient 
wage  index  value  for  the  locality  in 
which  the  hospital  or  CMHC  is  located. 

All  services  and  items  within  an  APC 
group  are  comparable  clinically  and 
with  respect  to  resource  use  (section 
1833(t)(2)(B)  of  the  Act).  In  accordance 
with  section  1833(t)(2)  of  the  Act, 
subject  to  certain  exceptions,  items  and 
services  within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  cost  (or  mean  cost,  if  elected  by 
the  Secretary)  for  an  item  or  service  in 
the  APC  group  is  more  than  2  times 
greater  than  tbe  lowest  median  cost  (or 
mean  cost,  if  elected  by  the  Secretary) 
for  an  item  or  service'^ithin  the  same 
APC  group  (referred  to  as  the  “2  times 
rule”).  In  implementing  this  provision, 
we  generally  use  the  cost  of  the  item  or 
service  assigned  to  an  APC  group. 

For  new  technology  items  and 
services,  special  payments  under  the 
OPPS  may  be  made  in  one  of  two  ways. 
Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments, 
which  we  refer  to  as  “transitional  pass¬ 


through  payments,”  for  at  least  2  but  not 
more  than  3  years  for  certain  drugs, 
biological  agents,  brachytherapy  devices 
used  for  the  treatment  of  cancer,  and 
categories  of  other  medical  devices.  For 
new  technology  services  that  are  not 
eligible  for  transitional  pass-through 
payments,  and  for  which  we  lack 
sufficient  clinical  information  and  cost 
data  to  appropriately  assign  them  to  a 
clinical  APC  group,  we  have  established 
special  APC  groups  based  on  costs, 
which  we  refer  to  as  New  Technology 
APCs.  These  New  Technology  APCs  are 
designated  by  cost  bands  which  allow 
us  to  provide  appropriate  and  consistent 
payment  for  designated  new  procedures 
that  are  not  yet  reflected  in  our  claims 
data.  Similar  to  pass-through  payments, 
an  assignment  to  a  New  Technology 
APC  is  temporary;  that  is,  we  retain  a 
service  witbin  a  New  Technology  APC 
until  we  acquire  sufficient  data  to  assign  . 
it  to  a  clinically  appropriate  APC  group. 

C.  Excluded  OPPS  Services  and 
Hospitals 

Section  1833(t)(l)(B){i)  of  the  Act 
authorizes  the  Secretary  to  designate  the 
hospital  outpatient  services  that  are 
paid  under  the  OPPS.  While  most 
hospital  outpatient  services  are  payable 
under  the  OPPS,  section 
1833(t)(l)(B)(iv)  of  the  Act  excludes 
payment  for  ambulance,  physical  and 
occupational  therapy,  and  speech- 
language  pathology  services,  for  which 
payment  is  made  under  a  fee  schedule. 

It  also  excludes  screening 
mammography,  diagnostic 
mammography,  and  effective  January  1, 
2011,  an  annual  wellness  visit  providing 
personalized  prevention  plan  services. 
The  Secretary  exercised  the  authority 
granted  under  the  statute  to  also  exclude 
from  the  OPPS  those  services  that  are 
paid  under  fee  schedules  or  other 
.  payment  systems.  Such  excluded 
services  include,  for  example,  the 
professional  services  of  physicians  and 
nonphysician  practitioners  paid  under 
the  MPFS;  laboratory  services  paid 
under  the  Clinical  Laboratory  Fee 
Schedule  (CLFS);  services  for 
beneficiaries  with  end-stage  renal 
disease  (ESRD)  that  are  paid  under  the 
ESRD  composite  rate;  and  services  and 
procedures  that  require  an  inpatient  stay 
that  are  paid  under  the  hospital  IPPS. 

We  set  forth  the  services  that  are 
excluded  from  payment  under  the  OPPS 
in  regulations  at  42  CFR  419.22. 

Under  §  419.20(b)  of  the  regulations, 
we  specify  the  types  of  hospitals  and 
entities  that  are  excluded  from  payment 
under  the  OPPS.  These  excluded 
entities  include:  Maryland  hospitals,  but 
only  for  services  that  are  paid  under  a 
cost  containment  waiver  in  accordance 
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with  section  1814(b)(3)  of  the  Act; 

CAHs;  hospitals  located  outside  of  the 
50  States,  the  District  of  Columbia,  and 
Puerto  Rico;  and  Indian  Health  Service 
(IHS)  hospitals. 

D.  Prior  Rulemaking 

On  April  7,  2000,  we  published  in  the 
Federal  Register  a  final  rule  with 
comment  period  (65  FR  18434)  to 
implement  a  prospective  payment 
system  for  hospital  outpatient  services. 
The  hospital  OPPS  was  first 
implemented  for  services  furnished  on 
or  after  August  1,  2000.  Section 
1833(t)(9)  of  the  Act  requires  the 
Secretary  to  review  certain  components 
of  the  OPPS,  not  less  often  than 
annually,  and  to  revise  the  groups, 
relative  payment  weights,  and  other 
adjustments  that  take  into  account 
changes  in  medical  practices,  changes  in 
.  technologies,  and  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Since  initially  implementing  the 
OPPS,  we  have  published  final  rules  in 
the  Federal  Register  annually  to 
implement  statutory  requirements  and 
changes  arising  fi’om  our  continuing 
experience  with  this  system.  These  rules 
can  be  viewed  on  the  CMS  Web  site  at: 
http :/ /www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Paymen  t/ 
HospitalOutpatientPPS/ index.html. 

E.  Advisory  Panel  on  Hospital 
Outpatient  Payment  (the  HOP  Panel  or 
the  Panel),  Formerly  Named  the 
Advisory  Panel  on  Ambulatory  Payment 
Classification  Groups  (APC  Panel) 

1.  Authority  of  the  Panel 

Section  1833(t)(9)(A)  of  the  Act,  as 
amended  by  section  201(h)  of  Public 
Law  106-113,  and  redesignated  by 
section  202(a)(2)  of  Public  Law  106-113, 
requires  that  we  consult  with  an 
external  advisory  panel  of  experts  to 
annually  review  the  clinical  integrity  of 
the  payment  groups  and  their  weights 
under  the  OPPS.  In  CY  2000,  based  on 
section  1833(t)(9)(A)  of  the  Act  and 
section  222  of  the  Public  Health  Service 
(PHS)  Act,  the  Secretary  established  the 
Advisory  Panel  on  Ambulatory  Payment 
Classification  Groups  (APC  Panel)  to 
fulfill  this  requirement.  In  CY  2011, 
based  on  section  222  of  the  PHS  Act, 
which  gives  discretionary  authority  to 
the  Secretary  to  convene  advisory 
councils  and  committees,  the  Secretary 
expanded  the  panel’s  scope  to  include 
the  supervision  of  hospital  outpatient 
therapeutic  services  in  addition  to  the 
APC  groups  and  weights.  To  reflect  this 
new  role  of  the  panel,  the  Secretary 
changed  the  panel’s  name  to  the 
Advisory  Panel  on  Hospital  Outpatient 


Payment  (the  HOP  Panel,  or  the  Panel). 
The  Panel  is  not  restricted  to  using  data 
compiled  by  CMS,  and  in  conducting  its 
review  it  may  use  data  collected  or 
developed  by  organizations  outside  the 
Department. 

2.  Establishment  of  the  Panel 

On  November  21,  2000,  the  Secretary 
signed  the  initial  charter  establishing 
the  HOP  Panel,  at  that  time  named  the 
APC  Panel.  This  expert  panel,  which 
may  be  composed  of  up  to  19 
representatives  of  providers  (currently 
employed  full-time,  not  as  consultants, 
in  their  respective  areas  of  expertise) 
subject  to  the  OPPS,  reviews  clinical 
data  and  advises  CMS  about  the  clinical 
integrity  of  the  APC  groups  and  their 
payment  weights.  The  Panel  also  is 
charged  with  advising  the  Secretary  on 
the  appropriate  level  of  supervision  for 
individual  hospital  outpatient 
therapeutic  services.  The  Panel  is 
technical  in  nature,  and  it  is  governed 
by  the  provisions  of  the  Federal 
Advisory  Committee  Act  (FACA).  Since 
its  initial  chartering,  the  Secretary  has 
renewed  the  Panel’s  charter  five  times: 
on  November  1,  2002;  on  November  1, 
2004;  on  November  21,  2006;  on 
November  2,  2008  and  November  12, 
2010.  The  current  charter  specifies, 
among  other  requirements,  that:  the 
Panel  continues  to  be  technical  in 
nature;  is  governed  by  the  provisions  of 
the  FACA;  may  convene  up  to  three 
meetings  per  year;  has  a  Designated 
Federal  Official  (DFO);  and  is  chaired  by 
a  Federal  Official  designated  bj  the 
Secretary.  The  current  charter  was 
amended  on  November  15,  2011  and  the 
Panel  was  renamed  to  reflect  expanding 
the  Panel’s  authority  to  include 
supervision  of  hospital  outpatient 
therapeutic  services  and  to  add  CAHs  to 
its  membership. 

The  current  Panel  membership  and 
other  information  pertaining  to  the 
Panel,  including  its  charter.  Federal 
Register  notices,  membership,  meeting 
dates,  agenda  topics,  and  meeting 
reports,  can  be  viewed  on  the  CMS  Web 
site  at:  http://www.cms.gov/FACA/ 

05  Advisory _ 

PanelonAmbulatoryPaymen  t 
ClassificationGroups.aspttTopOfPage. 

3.  Panel  Meetings  and  Organizational 
Structure 

The  Panel  has  held  multiple  meetings, 
with  the  last  meeting  taking  place  on 
February  27-29,  2012.  Prior  to  each 
meeting,  we  publish  a  notice  in  the 
Federal  Register  to  announce  the 
meeting  and,  when  necessary,  to  solicit 
nominations  for  Panel  membership  and 
to  announce  new  members. 


The  Panel  has  established  an 
operational  structure  that,  in  part, 
currently  includes  the  use  of  three 
subcommittees  to  facilitate  its  required 
review  process.  The  three  current 
subcommittees  are  the  Data 
Subcommittee,  the  Visits  and 
Observation  Subcommittee,  and  the 
Subcommittee  for  APC  Groups  and 
Status  Indicator  (SI)  Assignments 
(previously  known  as  the  Packaging 
Subcommittee). 

The  Data  Subcommittee  is  responsible 
for  studying  the  data  issues  confronting 
the  Panel  and  for  recommending 
options  for  resolving  them.  The  Visits 
and  Observation  Subcommittee  reviews 
and  makes  recommendations  to  the 
Panel  on  all  technical  issues  pertaining 
to  observation  services  and  hospital 
outpatient  visits  paid  under  the  OPPS 
(for  example,  APC  configurations  and 
APC  relative  payment  weights).  The 
Subcommittee  for  APC  Groups  and  SI 
Assignments  advises  the  Panel  on  the 
following  issues:  the  appropriate  Sis  to 
be  assigned  to  HCPCS  codes,  including 
but  not  limited  to  whether  a  HCPCS 
code  or  a  category  of  codes  should  be 
packaged  or  separately  paid;  and  the 
appropriate  APCs  to  be  assigned  to 
HCPCS  codes  regarding  services  for 
which  separate  payment  is  made. 

Each  of  these  subcommittees  was 
established  by  a  majority  vote  from  the 
full  Panel  during  a  scheduled  Panel 
meeting,  and  the  Panel  recommended 
that  the  subcommittees  continue  at  the 
August  2012  Panel  meeting.  We 
accepted  this  recommendation.  All 
subcommittee  recommendations  are 
discussed  and  voted  upon  by  the  full 
Panel. 

Discussions  of  the  other 
recommendations  made  by  the  Panel  at 
the  February  2012  Panel  meeting  are 
included  in  the  sections  of  this 
proposed  rule  that  are  specific  to  each 
recommendation.  For  discussions  of 
earlier  Panel  meetings  and 
recommendations,  we  refer  readers  to 
previously  published  hospital  OPPS/ 
ASC  proposed  and  final  rules,  the  CMS 
Web  site  mentioned  earlier  in  this 
section,  and  the  FACA  database  at: 
http://fido.gov/facadatabase/public.asp. 

F.  Public  Comments  Received  on  the  CY 
2012  OPPS/ ASC  Final  Rule  With 
Comment  Period 

We  received  approximately  61  timely 
pieces  of  correspondence  on  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  that  appeared  in  the 
Federal  Register  on  November  24,  2011 
(76  FR  74122),  some  of  which  contained 
multiple  comments  on  the  interim  APC 
assignments  and/or  status  indicators  of 
HCPCS  codes  identified  with  comment 
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indicator  “NI”  in  Addendum  B  to  that 
final  rule  with  comment  period.  We  will 
present  summaries  of  those  public 
comments  on  topics  open  to  comment 
in  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  and  our  responses 
to  them  under  the  appropriate  headings. 

II.  Proposed  Updates  Affecting  OPPS 
Payments 

A.  Proposed  Recalibration  of  APC 
Relative  Weights 

1.  Database  Construction 
a.  Database  Source  and  Methodology 

Section  1833(t)(9)(A)  of  the  Act 
requires  that  the  Secretary  review  not 
less  often  than  annually  and  revise  the 
relative  payment  weights  for  APCs.  In 
the  April  7,  2000  OPPS  final  rule  with 
comment  period  (65  FR  18482),  we 
explained  in  detail  how  we  calculated 
the  relative  payment  weights  that  were 
implemented  on  August  1,  2000  for  each 
APC  group. 

^  For  the  CY  2013  OPPS,  we  are 
proposing  to  recalibrate  the  APC  relative 
payment  weights  for  services  furnished 
on  or  after  January  1,  2013,  and  before 
January  1,  2014  (CY  2013),  using  the 
same  basic  methodology  that  we 
described  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period.  That  is, 
we  are  proposing  to  recalibrate  the 
relative  payment  weights  for  each  APC 
based  on  claims  and  cost  report  data  for 
hospital  outpatient  department  (HOPD) 
services,  using  the  most  recent  available 
data  to  construct  a  database  for 
calculating  APC  group  weights. 
Therefore,  for  the  purpose  of 
recalibrating  the  proposed  APC  relative 
payment  weights  for  CY  2013,  we  used 
approximately  141  million  final  action 
claims  (claims  for  which  all  disputes 
and  adjustments  have  been  resolved  and 
payment  has  been  made)  for  hospital 
outpatient  department  services 
furnished  on  or  after  January  1,  2011, 
and  before  January  1,  2012.  For  exact 
counts  of  claims  used,  we‘ refer  readers 
to  the  claims  accounting  narrative  under 
supporting  documentation  for  this 
proposed  rule  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/ index.html. 

Of  the  approximately  141  million 
final  action  claims  for  services  provided 
in  hospital  outpatient  settings  used  to 
calculate  the  proposed  CY  2013  OPPS 
payment  rates,  approximately  113 
million  claims  were  the  type  of  bill 
potentially  appropriate  for  use  in  setting 
rates  for  OPPS  services  (but  did  not 
necessarily  contain  services  payable 
under  the  OPPS).  Of  the  approximately 
113  million  claims,  approximately  5 


million  claims  were  not  for  services 
paid  under  the  OPPS  or  were  excluded 
as  not  appropriate  for  use  (for  example, 
erroneous  cost-to-charge  ratios  (CCRs)  or 
no  HCPCS  codes  reported  on  the  claim). 
From  the  remaining  approximately  108 
million  claims,  we  created 
approximately  110  million  single 
records,  of  which  approximately  74 
million  were  “pseudo”  single  or  “single 
session”  claims  (created  from 
approximately  28  million  multiple 
procedure  claims  using  the  process  we 
discuss  later  in  this  section). 
Approximately  959,000  claims  were 
trimmed  out  on  cost  or  units  in  excess 
of  +/  -  3  standard  deviations  from  the 
geometric  mean,  yielding  approximately 
110  million  single  bills  for  ratesetting. 

As  described  in  section  II.A.2.  of  this 
proposed  rule,  our  data  development 
process  is  designed  with  the  goal  of 
using  appropriate  cost  information  in 
setting  the  APC  relative  weights.  The 
bypass  process  is  described  in  section 
ll.A.l.b.  of  this  proposed  rule.  This 
section  discusses  how  we  develop 
“pseudo”  single  procedure  claims  (as 
defined  below),  with  the  intention  of 
using  more  appropriate  data  from  the 
available  claims.  In  some  cases,  the 
bypass  process  allows  us  to  use  some 
portion  of  the  submitted  claim  for  cost 
estimation  purposes,  while  the 
remaining  information  on  the  claim 
continues  to  be  unusable.  Consistent 
with  the  goal  of  using  appropriate 
information  in  our  data  development 
process,  we  only  use  claims  (or  portions 
of  each  claim)  that  are  appropriate  for 
ratesetting  purposes.  Ultimately,  we 
were  able  to  use  for  CY  2013  ratesetting 
some  portion  of  approximately  95 
percent  of  the  CY  2011  claims 
containing  services  payable  under  the 
OPPS. 

The  proposed  APC  relative  weights 
and  payments  for  CY  2013  in  Addenda 
A  and  B  to  this  proposed  rule  (which 
are  available  via  the  Internet  on  the 
CMS  Web  site)  were  calculated  using 
claims  from  CY  2011  that  were 
processed  before  January  1,  2012.  While 
we  have  historically  based  the  payments 
on  median  hospital  costs  for  services  in 
the  APC  groups,  we  are  proposing  to 
establish  the  cost-based  relative 
payment  weights  of  the  CY  2013  OPPS 
using  geometric  mean  costs,  as 
discussed  in  section  II.A.2. f.  of  this 
proposed  rule.  Therefore,  on  the  CMS 
Web  site,  along  with  Addenda  A  and  B, 
we  are  providing  a  file  that  presents 
payment  information  for  the  proposed 
CY  2013  OPPS  payments  based  on 
geometric  mean  costs  compared  to  those 
based  on  median  costs.  Under  the 
proposed  methodology,  we  select  claims 


for  services  paid  under  the  OPPS  and 
match  these  claims  to  the  most  recent 
cost  report  filed  by  the  individual 
hospitals  represented  in  our  claims  data. 
We  continue  to  believe  that  it  is 
appropriate  to  use  the  most  current  full 
calendar  year  claims  data  and  the  most 
recently  submitted  cost  reports  to 
calculate  the  relative  costs 
underpinning  the  APC  relative  payment 
weights  and  the  CY  2013  payment  rates. 

b.  Proposed  Use  of  Single  and  Multiple 
Procedure  Claims 

For  CY  2013,  in  general,  we  are 
proposing  to  continue  to  use  single 
procedure  claims  to  set  the  costs  on 
which  the  APC  relative  payment 
weights  would  be  based.  We  generally 
use  single  procedure  claims  to  set  the 
estimated  costs  for  APCs  because  we 
believe  that  the  OPPS  relative  weights 
on  which  payment  rates  are  based 
should  be  derived  ft’om  the  costs  of 
furnishing  one  unit  of  one  procedure 
and  because,  in  many  circumstances,  we 
are  unable  to  ensure  that  packaged  costs 
can  be  appropriately  allocated  across 
multiple  procedures  performed  on  the 
same  date  of  service. 

It  is  generally  desirable  to  use  the  data 
from  as  many  claims  as  possible  to 
recalibrate  the  APC  relative  payment 
weights,  including  those  claims  for 
multiple  procedures.  As  we  have  for 
several  years,  we  are  proposing  to 
continue  to  use  date  of  service 
stratification  and  a  list  of  codes  to  be 
bypassed  to  convert  multiple  procedure 
claims  to  “pseudo”  single  procedure 
claims.  Through  bypassing  specified 
codes  that  we  believe  do  not  have 
significant  packaged  costs,  we  are  able 
to  use  more  data  from  multiple 
procedure  claims.  In  many  cases,  this 
enabled  us  to  create  multiple  “pseudo” 
single  procedure  claims  from  claims 
that  were  submitted  as  multiple 
procedure  claims  spanning  multiple 
dates  of  service,  or  claims  that 
contained  numerous  separately  paid 
procedures  reported  on  the  same  date 
on  one  claim.  We  refer  to  these  newly 
created  single  procedure  claims  as 
“pseudo”  single  procedure  claims.  The 
history  of  our  use  of  a  bypass  list  to 
generate  “pseudo”  single  procedure 
claims  is  well  documented,  most 
recently  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR  74132 
through  74134).  In  addition,  for  CY 
2008,  we  increased  packaging  and 
created  the  first  composite  APCs,  and 
continued  those  policies  through  CY 
2012.  Increased  packaging  and  creation 
of  composite  APCs  also  increased  the 
number  of  bifis  that  we  were  able  to  use 
for  ratesetting  by  enabling  us  to  use 
claims  that  contained  multiple  major 
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procedures  that  previously  would  not 
have  been  usable.  Further,  for  CY  2009, 
we  expanded  the  composite  APC  model 
to  One  additional  clinical  area,  multiple 
imaging  services  (73  FR  68559  through 
68569),  which  also  increased  the 
number  of  bills  we  were  able  to  use  in 
developing  the  OPPS  relative  weights 
on  which  payments  are  based.  We  have 
continued  the  composite  APCs  for 
multiple  imaging  services  through  CY 
2012,  and  are  proposing  to  continue  this 
policy  for  CY  2013.  We  refer  readers  to 
section  II.A.2.e.  of  this  proposed  rule  for 
a  discussion  of  the  use  of  claims  in 
modeling  the  costs  for  composite  APCs. 

We  are  proposing  to  continue  to  apply 
these  processes  to  enable  us  to  use  as 
much  claims  data  as  possible  for 
ratesetting  for  the  CY  2013  OPPS.  This 
methodology  enabled  us  to  create,  for 
this  proposed  rule,  approximately  74 
million  “pseudo”  single  procedure 
claims,  including  multiple  imaging 
composite  “single  session”  bills  (we 
refer  readers  to  section  II.A.2.e.(5)  of 
this  proposed  rule  for  further 
discussion),  to  add  to  the  approximately 
36  million  “natural”  single  procedure 
claims.  For  this  proposed  rule, 

“pseudo”  single  procedure  and  “single 
session”  procedure  bills  represented 
approximately  67  percent  of  all  single 
procedure  bills  used  for  ratesetting 
purposes. 

For  CY  2013,  we  are  proposing  to 
bypass  480  HCPCS  codes  that  are 
identified  in  Addendum  N  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site).*Since 
the  inception  of  the  bypass  list,  which 
is  the  list  of  codes  to  be  bypassed  to 
convert  multiple  procedure  claims  to 
“pseudo”  single  procedure  claims,  we 
have  calculated  the  percent  of  “natural” 
single  bills  that  contained  packaging  for 
each  HCPCS  code  and  the  amount  of 
packaging  on  each  “natural”  single  bill 
for  each  code.  Each  year,  we  generally 
retain  the  codes  on  the  previous  year’s 
bypass  list  and  use  the  updated  year’s 
data  (for  CY  2013,  data  available  for  the 
February  27,  2012  meeting  of  the 
Advisory  Panel  on  Hospital  Outpatient 
Payment  (the  Panel)  from  CY  2011 
claims  processed  through  September  30, 
2011,  and  CY  2010  claims  data 
processed  through  June  30,  2011,  used 
to  model  the  payment  rates  for  CY  2012) 
to  determine  whether  it  would  be 
appropriate  to  propose  to  add  additional 
codes  to  the  previous  year’s  bypass  list. 
For  CY  2013,  we  are  proposing  to 
continue  to  bypass  all  of  the  HCPCS 
codes  on  the  CY  2012  OPPS  bypass  list, 
with  the  exception  of  HCPCS  codes  that 
we  are  proposing  to  be  deleted  for  CY 
2013,  which  are  listed  in  Table  1  of  this 
proposed  rule.  We  also  are  proposing  to 


remove  HCPCS  codes  that  are  not 
separately  paid  under  the  OPPS  because 
the  purpose  of  the  bypass  list  is  to 
obtain  more  data  for  those  codes 
relevant  to  ratesetting.  We  also  are 
proposing  to  add  to  the  bypass  list  for 
,CY  2013  HCPCS  codes  not  on  the  CY 
2012  bypass  list  that,  using  either  the 
CY  2012  final  rule  data  (CY  2010 
claims)  or  the  February  27,  2012  Panel 
data  (first  9  months  of  CY  2011  claims), 
met  the  empirical  criteria  for  the  bypass 
list  that  are  summarized  below.  Finally, 
to  remain  consistent  with  the  CY  2013 
proposal  to  develop  OPPS  relative 
payment  weights  based  on  geometric 
mean  costs,  we  are  proposing  that  the 
median  cost  of  packaging  criterion 
instead  be  based  on  the  geometric  mean 
cost  of  packaging.  The  entire  list 
proposed  for  CY  2013  (including  the 
codes  that  remain  on  the  bypass  list 
from  prior  ypars)  is  open  to  public 
comment.  Because  we  must  make  some 
assumptions  about  packaging  in  the 
multiple  procedure  claims  in  order  to 
assess  a  HCPCS  code  for  addition  to  the 
bypass  list,  we  assumed  that  the 
representation  of  packaging  on 
“natural”  single  procedure  claims  for 
any  given  code  is  comparable  to 
packaging  for  that  code  in  the  multiple 
procedure  claims.  The  proposed  criteria 
for  the  bypass  list  are: 

•  There  are  100  or  more  “natural” 
single  procedure  claims  for  the  code. 

This  number  of  single  procedure  claims 
ensures  that  observed  outcomes  are 
sufficiently  representative  of  packaging 
that  might  occur  in  the  multiple  claims. 

■  •  Five  percent  or  fewer  of  the 
“natural”  single  procedure  claims  for 
the  code  have  packaged  costs  on  that 
single  procedure  claim  for  the  code. 

This  criterion  results  in  limiting  the 
amount  of  packaging  being  redistributed 
to  the  separately  payable  procedures 
remaining  on  the  claim  after  the  bypass 
code  is  removed  and  ensures  that  the 
costs  associated  with  the  bypass  code 
represent  the  cost  of  the  bypassed 
service. 

•  The  geometric  mean  cost  of 
packaging  observed  in  the  “natural” 
single  procedure  claims  is  equal  to  or 
less  than  $55.  This  criterion  also  limits 
the  amount  of  error  in  redistributed 
costs.  During  the  assessment  of  claims 
against  the  bypass  criteria,  we  do  not 
know  the  dollar  value  of  the  packaged 
cost  that  should  be  appropriately 
attributed  to  the  other  procedures  on  the 
claim.  Therefore,  ensuring  that 
redistributed  costs  associated  with  a 
bypass  code  are  small  in  amount  and 
volume  protects  the  validity  of  cost 
estimates  for  low  cost  services  billed 
with  the  bypassed  service. 


We  note  that  we  are  proposing  to 
establish  the  CY  2013  OPPS  relative 
payment  weights  based  on  geometric 
mean  costs.  To  remain  consistent  in  the 
metric  used  for  identifying  cost  patterns, 
we  are  proposing  to  use  the  geometric 
mean  cost  of  packaging  to  identify 
potential  codes  to  add  to  the  bypass  list. 
The  proposal  to  develop  the  CY  2013 
OPPS  relative  payment  weights  based 
on  geometric  mean  costs  is  discussed  in 
greater  detail  in  section  n.A.2.f.  of  this 
proposed  rule. 

In  response  to  comments  to  the  CY 
2010  OPPS/ASC  proposed  rule 
requesting  that  the  packaged  cost 
threshold  be  updated,  we  considered 
whether  it  would  be  appropriate  to 
update  the  $50  packaged  cost  threshold 
for  inflation  when  examining  potential 
bypass  list  additions.  As  discussed  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60328),  the  real 
value  of  this  packaged  cost  threshold 
criterion  has  declined  due  to  inflation, 
making  the  packaged  cost  threshold 
more  restrictive  over  time  when 
considering  additions  to  the  bypass  list. 
Therefore,  adjusting  the  threshold  by 
the  market  basket  increase  would 
prevent  continuing  decline  in  the 
threshold’s  real  value.  We  are  proposing 
for  CY  2013*  based  on  the  same 
rationale  described  for  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74133),  to  continue  to 
update  the  packaged  cost  threshold  by 
the  market  basket  increase.  By  applying 
the  final  CY  2012  market  basket  increase 
of  1.90  percent  to  the  prior  non-rounded 
dollar  threshold  of  $52.76  (76  FR 
74133),  we  determined  that  the 
threshold  remains  for  CY  2013  at  $55 
($53.76  rounded  to  $55,  the  nearest  $5 
increment).  Therefore,  we  are  proposing 
to  set  the  geometric  mean  packaged  cost 
threshold  on  the  CY  2011  claims  at  $55 
for  a  code  to  be  considered  for  addition 
to  the  CY  2013  OPPS  bypass  list. 

•  The  code  is  not  a  code  for  an 
unlisted  service.  Unlisted  codes  do  not 
describe  a  specific  service,  and  thus 
their  costs  would  not  be  appropriate  for 
bypass  list  purposes. 

In  addition,  we  are  proposing  to 
continue  to  include,  on  the  bypass  list, 
HCPCS  codes  that  CMS  medical 
advisors  believe  have  minimal 
associated  packaging  based  on  their 
clinical  assessment  of  the  complete  CY 
2013  OPPS  proposal.  Some  of  these 
codes  were  identified  by  CMS  medical 
advisors  and  some  were  identified  in 
prior  years  by  commenters  with 
specialized  knowledge  of  the  packaging 
associated  with  specific  services.  We 
also  are  proposing  to  continue  to 
include  certain  HCPCS  codes  on  the 
bypass  list  in  order  to  purposefully 
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direct  the  assignment  of  packaged  costs 
to  a  companion  code  where  services 
always  appear  together  and  where  there 
would  otherwise  be  few  single 
procedure  claims  available  for 
ratesetting.  For  example,  we  have 
previously  discussed  our  reasoning  for 
adding  HCPCS  code  G0390  (Trauma 
response  team  associated  with  hospital 
critical  care  service)  and  the  CPT  codes 
for  additional  hours  of  drug 
administration  to  the  bypass  list  (73  FR 
68513  and  71  FR  68117  through  68118). 

As  a  result  of  the  multiple  imaging 
composite  APCs  that  we  established  in 
CY  2009,  the  program  logic  for  creating 
“pseudo”  single  procedure  claims  from 
bypassed  codes  that  are  also  members  of 
multiple  imaging  composite  APCs 
changed.  When  creating  the  set  of 
“pseudo”  single  procedure  claims, 
claims  that  contain  “overlap  bypass 
codes”  (those  HCPCS  codes  that  are 
both  on  the  bypass  list  and  are  members 
of  the  multiple  imaging  composite 
APCs)  were  identified  first.  These 
HCPCS  codes  were  then  processed  to 
create  multiple  imaging  composite 
“single  session”  bills,  that  is,  claims 
containing  HCPCS  codes  from  only  one 
imaging  family,  thus  suppressing  the 
initial  use  of  these  codes  as  bypass 
codes.  However,  these  “overlap  bypass 
codes”  were  retained  on  the  bypass  list 
because,  at  the  end  of  the  “pseudo” 
single  processing  logic,  we  reassessed 
the  claims  without  suppression  of  the 
“overlap  bypass  codes”  under  our 
longstanding  “pseudo”  single  process  to 
determine  whether  we  could  convert 
additional  claims  to  “pseudo”  single 
procedure  claims.  (We  refer  readers  to 
section  lI.A.2.b.  of  this  proposed  rule  for 
further  discussion  of  the  treatment  of 
“overlap  bypass  codes.”)  This  process 
also  created  multiple  imaging  composite 
“single  session”  bills  that  could  be  used 
f&r  calculating  composite  APC  costs. 
“Overlap  bypass  codes”  that  are 
members  of  the  proposed  multiple 
imaging  composite  APCs  are  identified 
by  asterisks  (*)  in  Addendum  N  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site). 

Addendum  N  to  this  proposed  rule 
includes  the  proposed  list  of  bypass 
codes  for  CY  2013.  The  list  of  bypass 
codes  contains  codes  that  were  reported 
on  claims  for  services  in  CY  2011  and, 
therefore,  includes  codes  that  were  in 
effect  in  2011  and  used  for  billing  but 
were  deleted  for  CY  2012.  We  retained 
these  deleted  bypass  codes  on  the 
proposed  CY  2013  bypass  list  because 
these  codes  existed  in  CY  2011  and 
were  covered  OPD  services  in  that 
period,  and  CY  2011  claims  data  are 
used  to  calculate  CY  2013  payment 
rates.  Keeping  these  deleted  bypass 


codes  on  the  bypass  list  potentially 
allows  us  to  create  more  “pseudo” 
single  procedure  claims  for  ratesetting 
purposes.  “Overlap  bypass  codes”  that 
were  members  of  the  proposed  multiple 
imaging  composite  APCs  are  identified 
by  asterisks  (*)  in  the  third  column  of 
Addendum  N  to  this  proposed  rule. 
HCPCS  codes  that  we  are  proposing  to 
add  for  CY  2013  are  identified  by 
asterisks  (*)  in  the  fourth  column  of 
Addendum  N. 

Table  1  below  contains  the  list  of 
codes  that  we  are  proposing  to  remove 
from  the  CY  2013  bypass  list  because 
these  codes  were  either  deleted  from  the 
HCPCS  before  CY  2011  (and  therefore 
were  not  covered  OPD  services  in  CY 
2011)  or  were  not  separately  payable 
codes  under  the  proposed  CY  2013 
OPPS  because  these  codes  are  not  used 
for  ratesetting  (and  therefore  would  not 
need  to  be  bypassed).  None  of  these 
proposed  deleted  codes  are  “overlap 
bypass”  codes. 


Table  1— HCPCS  Codes  Proposed 
To  Be  Removed  From  the  CY 
2013  Bypass  List 


HCPCS 

Code 

HCPCS  Short  descriptor 

76880  . 

Us  exam,  extremity. 

86903  . 

Blood  typing,  antigen  screen. 

92135  . 

Ophth  dx  imaging  post  seg. 

93231  . 

Ecg  monitor/record,  24  hrs. 

93232  . 

ECG  monitor/report,  24  hrs. 

93236  . 

ECG  monitor/report,  24  hrs. 

c.  Proposed  Calculation  and  Use  of  Cost- 
to-Charge  Ratios  (CCRs) 

For  CY  2013,  we  are  proposing  to 
continue  to  use  the  hospital-specific 
overall  ancillary  and  departmental  CCRs 
to  convert  charges  to  estimated  costs 
through  application  of  a  revenue  code- 
to-cost  center  crosswalk.  To  calculate 
the  APC  costs  on  which  the  proposed 
CY  2013  APC  payment  rates  are  based, 
we  calculated  hospital-specific  overall 
ancillary  CCRs  and  hospital-specific 
departmental  CCRs  for  each  hospital  for 
which  we  had  CY  2011  claims  data  from 
the  most  recent  available  hospital  cost 
reports,  in  most  cases,  cost  reports 
beginning  in  CY  2010.  For  the  CY  2013 
OPPS  proposed  rates,  we  used  the  set  of 
claims  processed  during  CY  2011.  We 
applied  the  hospital-specific  CCR  to  the 
hospital’s  charges  at  the  most  detailed 
level  possible,  based  on  a  revenue  code- 
to-cost  center  crosswalk  that  contains  a 
hierarchy  of  CCRs  used  to  estimate  costs 
from  charges  for  each  revenue  code. 
That  crosswalk  is  available  for  review 
and  continuous  comment  on  the  CMS 
Web  site  at:  http://ivww.cms.gov/ 
Medicare /Medicare-Fee-for-Service- 


Payment/HospitalOutpatientPPS/ 

index.html. 

To  ensure  the  completeness  of  the 
revenue  code-to-cost  center  crosswalk, 
we  reviewed  changes  to  the  list  of 
revenue  codes  for  CY  2011  (the  year  of 
the  claims  data  we  used  to  calculate  the 
proposed  CY  2013  OPPS  payment  rates) 
and  found  that  the  National  Uniform 
Billing  Committee  (NUBC)  did  not  add 
any  new  revenue  codes  to  the  NUBC 
2011  Data  Specifications  Manual. 

In  accordance  with  our  longstanding 
policy,  we  calculated  CCRs  for  the 
standard  and  nonstandard  cost  centers 
accepted  by  the  electronic  cost  report 
database.  In  general,  the  most  detailed 
level  at  which  we  calculated  CCRs  was 
the  hospital-specific  departmental  level. 
For  a  discussion  of  the  hospital-specific 
overall  ancillary  CCR  calculation,  we 
refer  readers  to  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
67983  through  67985).  One 
longstanding  exception  to  this  general 
methodology  for  calculation  of  CCRs 
used  for  converting  charges  to  costs  on 
each  claim,  as  detailed  in  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period,  is  the  calculation  of  blood  costs, 
as  discussed  in  section  II.A.2.d.(2)  of 
this  proposed  rule  and  which  has  been 
our  standard  policy  since  the  CY  2005 
OPPS. 

For  the  CCR  calculation  process,  we 
used  the  same  general  approach  that  we 
used  in  developing  the  final  APC  rates 
for  CY  2007  and  thereafter,  using  the 
revised  CCR  calculation  that  excluded 
the  costs  of  paramedical  education 
programs  and  weighted  the  outpatient 
charges  by  the  volume  of  outpatient 
services  furnished  by  the  hospital.  We 
refer  readers  to  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  for  more 
information  (71  FR  67983  through 
67985).  We  first  limited  the  population 
of  cost  reports  to  only  those  for 
hospitals  that  filed  outpatient  claims  in 
CY  2011  before  determining  whether  the 
CCRs  for  such  hospitals  were  valid. 

We  then  calculated  the  CCRs  for  each 
cost  center  and  the  overall  ancillary 
CCR  for  each  hospital  for  which  we  had 
claims  data.  We  did  this  using  hospital- 
specific  data  from  the  Hospital  Cost 
Report  Information  System  (HCRIS).  We 
used  the  most  recent  available  cost 
report  data,  in  most  cases,  cost  reports 
with  cost  reporting  periods  beginning  in 
CY  2010.  For  this  proposed  rule,  we 
used  the  most  recently  submitted  cost 
reports  to  calculate  the  CCRs  to  be  used 
to  calculate  costs  for  the  proposed  CY 
2013  OPPS  payment  rates.  If  the  most 
recently  available  cost  report  was 
submitted  but  not  settled,  we  looked  at 
the  last  settled  cost  report  to  determine 
the  ratio  of  submitted  to  settled  cost 
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using  the  overall  ancillary  CCR,  and  we 
then  adjusted  the  most  recent  available 
submitted,  but  not  settled,  cost  report 
using  that  ratio.  We  then  calculated  both 
an  overall  ancillary  CCR  and  cost 
center-specific  CCRs  for  each  hospital. 
We  used  the  overall  ancillary  CCR 
referenced  above  in  this  section  of  this 
proposed  rule  for  all  purposes  that 
require  use  of  an  overall  ancillary  CCR. 
We  are  proposing  to  continue  this 
longstanding  methodology  for  the 
calculation  of  costs  for  CY  2013. 

Since  the  implementation  of  the 
OPPS,  some  commenters  have  raised 
concerns  about  potential  bias  in  the 
OPPS  cost-based  weights  due  to  “charge 
compression,”  which  is  the  practice  of 
applying  a  lower  charge  markup  to 
higher  cost  services  and  a  higher  charge 
markup  to  lower  cost  services.  As  a 
result,  the  cost-based  weights  may 
reflect  some  aggregation  bias, 
undervaluing  high-cost  items  and 
overvaluing  low-cost  items  when  an 
estimate  of  average  markup,  embodied 
in  a  single  CCR,  is  applied  to  items  of 
widely  varying  costs  in  the  same  cost 
center.  This  issue  was  evaluated  in  a 
report  by  Research  Triangle  Institute, 
International  (RTI).  The  RTI  final  report 
can  be  found  on  RTFs  Web  site  at: 
http://www.rti.org/reports/cms/HHSM- 
500-fxsp0;2005-0029l/PDF/ 
Refii\ing_Cost_to  Charge  Ratios _ 
200807 _Final.pdf .  For  a  complete 
discussion  of  the  RTI  recommendations, 
public  comments,  and  our  responses, 
we  refer  readers  to  the  CY  2009  OPPS/ 


ASC  final  rule  with  comment  period  (73 
FR  68519  through  68527). 

We  addressed  the  RTI  finding  that 
there  was  aggregation  bias  in  both  the 
IPPS  and  the  OPPS  cost  estimation  of 
expensive  and  inexpensive  medical 
supplies  in  the  FY  2009  IPPS  final  rule 
(73  FR  48458  through  45467). 
Specifically,  we  created  one  cost  center 
for  “Medical  Supplies  Charged  to 
Patients”  and  one  cost  center  for 
“Implantable  Devices  Charged  to 
Patients,”  essentially  splitting  the  then 
current  cost  center  for  “Medical 
Supplies  Chcurged  to  Patients”  into  one 
cost  center  for  low-cost  medical 
supplies  and  another  cost  center  for 
high-cost  implantable  devices  in  order 
to  mitigate  some  of  the  effects  of  charge 
compression.  In  determining  the  items 
that  should  be  reported  in  these 
respective  cost  centers,  we  adopted 
commenters’  recommendations  that 
hospitals  should  use  revenue  codes 
established  by  the  AHA’s  NUBC  to 
determine  the  items  that  should  be 
reported  in  the  “Medical  Supplies 
Charged  to  Patients”  and  the 
“Implantable  Devices  Charged  to 
Patients”  cost  centers.  For  a  complete 
discussion  of  the  rationale  for  the 
creation  of  the  new  cost  center  for 
“Implantable  Devices  Charged  to 
Patients,”  public  comments,  and  our 
responses,  we  refer  readers  to  the  FY 
2009  IPPS  final  rule. 

The  cost  center  for  “Implantable 
Devices  Charged  to  Patients”  has  been 
available  for  use  for  cost  reporting 
periods  beginning  on  or  after  May  1, 


2009.  In  order  to  develop  a  robust 
analysis  regarding  the  use  of  cost  data 
from  the  “Implantable  Devices  Charged 
to  Patients”  cost  center,  we  believe  that 
it  is  necessary  to  have  a  critical  mass  of 
cost  reports  filed  with  data  in  this  cost 
center.  In  preparation  for  the  CY  2013 
OPPS/ASC  proposed  rule,  we  assessed 
the  availability  of  data  in  the 
“Implantable  Devices  Charged  to 
Patients”  cost  center  using  cost  reports 
in  the  December  31,  2011  quarter  ending 
update  of  HCRIS,  which  was  the  latest 
upload  of  the  cost  report  data  that  we 
could  use'  for  the  CY  2013  proposed 
rule.  We  determined  that  2,063 
hospitals,  out  of  approximately  3,800 
hospitals,  utilized  the  “Implantable 
Devices  Charged  to  Patients”  cost 
center,  and  we  believe  that  this  is  a 
sufficient  amount  of  data  from  which  to 
generate  a  meaningful  analysis. 
Therefore,  we  are  proposing  to  use  data 
from  the  “Implantable  Devices  Charged 
to  Patients”  cost  center  to  create  a 
distinct  CCR  for  use  in  calculating  the 
OPPS  relative  weights  for  CY  2013. 
Table  2  below  contains  a  list  of  APCs 
that  had  either  a  greater  than  or  less 
than  3.0  percentage  point  change  in  cost 
when  the  “Implantable  Devices  Charged 
to  Patients”  cost  center  is  used  to  create 
a  distinct  CCR  compared  to  a  CCR 
created  from  the  combination  of  the 
“Medical  Supplies  Charged  to  Patients” 
and  the  “Implantable  Devices  Charged 
to  Patients”  cost  centers  as  was  used  in 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period. 


Table  2— Percentage  Change  in  APC  Cost  When  the  “Implantable  Devices  Charged  to  Patients”  Cost 

Center  Is  Used  To  Create  Distinct  CCR 


l 

APC 

APC  descriptor 

Percentage 
change  in 
cost 

0654  . 

Level  II  Insertion/Replacem  of  Permanent  Pacemaker . 

6.99 

0315 . 

Level  II  Implantation  of  Neurostimulator  Generator  . 

5.71 

0227  . 

Implantation  of  Drug  Infusion  Device  . 

5.65 

0386 . 

Level  II  Prosthetic  Urological  Procedures  . 

4.92 

0107 . 

Insertion  of  Cardioverter-Defibrillator  Pulse  Generat  . 

4.89 

0089 . 

Insertion/Replace  of  Perm  Pacemaker  and  Electrodes  . 

4.71 

0108 . 

Insertion/Replace/Repair  of  Cardioverter-Defibr  Sys  . . 

4.42 

0039  . 

Level  1  Implantation  of  Neurostimulator  Generator . 

4.35 

0655  . 

Insert/Replac/Conv  of  a  Perm  Dual  Cham  Pacemaker  . 

4.20 

0680  . 

Insertion  of  Patient  Activated  Event  Recorders  . 

3.77 

0090  . 

Level  1  Insertion/Replacem  of  Permanent  Pacemaker' . . 

3.68 

0318 . 

Implanta  of  Neurostimulator  Pulse  Gen  and  Electrode . 

3.64 

0106 . 

Insert/Replac  of  Pacemaker  Leads  and/or  Electrodes . 

3.10 

0387  . 

Level  II  Hysteroscopy . . T . 

-3.16 

0100 . 

Cardiac  Stress  Tests . 

-3.20 

0269  . 

Level  II  Echocardiogram  Without  Contrast . 

-3.21 

8002  . 

Level  1  Extended  Assess  &  Management  Composite . 

-3.31 

0101  . 

Tilt  Table  Evaluation  . . . . 

-3  34 

0142 . 

Level  1  Small  Intestine  Endoscopy  . : . . . 

-3.49 

0084 . 

Level  1  Electrophysiologic  Procedures  . . 

-3.61 

8000 . 

Cardiac  Electrophysiologic  Eval  and  Ablation  Compo . 

-3.69 

0165 . 

Level  IV  Urinary  and  Anal  Procedures . 

-3.73 

0270 . 

Level  III  Echocardiogram  Without  Contrast . 

-3.73 

0679  . 

Level  II  Resuscitation  and  Cardioversion . 

-3.76 
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Table  2— Percentage  Change  in  APC  Cost  When  the  “Implantable  Devices  Charged  to  Patients”  Cost 

Center  Is  Used  To  Create  Distinct  CCR— Continued 


APC 

1 

APC  descriptor 

Percentage 
change  in 
cost 

0174 . 

Level  IV  Laparoscopy . 

-3.78 

0659  . 

Hyperbaric  Oxygen  . 

-4.01 

0085  . 

Level  II  Electrophysiologic  Procedures  . 

-4.15 

0111  . 

Blood  Product  Exchange . 

-4.27 

0381  . 

Single  Allergy  Tests . . 

-5.10 

0370  . ; . 

Multiple  Allergy  Tests  . . . 

-7.46 

0012 . 

Level  1  Debridement  &  Destruction  . 

-8.15 

0251  . 

Level  II  ENT  Procedures  . 

-8.46 

In  the  FY  2011  IPPS/LTCH  PPS  final 
rule  (75  FR  50075  through  50080),  we 
finalized  our  proposal  to  create  new 
standard  cost  centers  for  “Computed 
Tomography  (CT),”  “Magnetic 
Resonance  Imaging  (MRI),”  and 
“Cardiac  Catheterization,”  and  to 
require  that  hospitals  report  the  costs 
and  charges  for  these  services  under 
new  cost  centers  on  the  revised 
Medicare  cost  report  Form  CMS  2552- 
10.  As  we  discussed  in  the  FY  2009 
IPPS  and  CY  2009  OPPS/ASC  proposed 
and  final  rules,  RTI  also  found  that  the 
costs  and  charges  of  CT  scans,  MRI,  and 
cardiac  catheterization  differ 
significantly  from  the  costs  and  charges 
of  other  services  included  in  the 
standard  associated  cost  center.  RTI 
concluded  that  both  the  IPPS  and  the 
OPPS  relative  weights  would  better 
estimate  the  costs  of  those  services  if 
CMS  were  to  add  standard  costs  centers 
for  CT  scans,  MRIs,  and  cardiac 
catheterization  in  order  for  hospitals  to 
report  separately  the  costs  and  charges 
for  those  services  and  in  order  for  CMS 
to  calculate  unique  CCRs  to  estimate  the 
cost  from  charges  on  claims  data.  We 
refer  readers  to  the  FY  2011  IPPS/LTCH 
PPS  final  rule  (75  FR  50075  through 
50080)  for  a  more  detailed  discussion  on 
the  reasons  for  the  creation  of  standard 
cost  centers  for  CT  scans,  MRIs,  and 
cardiac  catheterization.  The  new 
standard  cost  centers  for  CT  scans, 

MRIs,  and  cardiac  catheterization  are 
effective  for  cost  report  periods 
beginning  on  or  after  May  1,  2010,  on 
the  revised  cost  report  Form  CMS- 
2552-10.  However,  because  cost  reports 
that  were  filed  on  the  revised  cost  report 
Form  CMS-2552-10  are  not  currently 
accessible  in  the  HCRIS,  we  were  unable 
to  calculate  distinct  CCRs  for  CT  scans, 
MRI,  and  cardiac  catheterization  using 
the  new  standard  cost  centers  for  these 
services.  We  believe  that  we  will  have 
cost  report  data  available  for  an  analysis 
of  creating  distinct  CCRs  for  CT  scans, 
MRIs,  and  cardiac  catheterization  for  the 
CY  2014  OPPS  rulemaking. 


We  believe  that  improved  cost  report 
software,  the  incorporation  of  new 
standard  and  nonstandard  cost  centers, 
and  the  elimination  of  outdated 
requirements  will  improve  the  accuracy 
of  the  cost  data  contained  in  the 
electronic  cost  report  data  files  and, 
therefore,  the  accuracy  of  our  cost 
estimation  processes  for  the  OPPS 
relative  weights.  We  will  continue  our 
standard  practice  of  examining  ways  in 
which  we  can  improve  the  accuracy  of 
our  cost  estimation  processes. 

2.  Proposed  Data  Development  Process 
and  Calculation  of  Costs  Used  for 
Ratesetting 

In  this  section  of  this  proposed  rule, 
we  discuss  the  use  of  claims  to  calculate 
OPPS  payment  rates  for  CY  2013.  The 
Hospital  OPPS  page  on  our  Web  site  on 
which  this  proposed  rule  is  posted 
[http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/ index.html) 
provides  an  accounting  of  claims  used 
in  the  development  of  the  proposed 
payment  rates.  That  accounting 
provides  additional  detail  regarding  the 
number  of  claims  derived  at  each  stage 
of  the  process.  In  addition,  below  in  this 
section  we  discuss  the  file  of  claims  that 
comprises  the  data  set  that  is  available 
for  purchase  under  a  CMS  data  use 
agreement.  Our  Web  site,  http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/indek.html, 
includes  information  about  purchasing 
the  “OPPS  Limited  Data  Set,”  which 
now  includes  the  additional  variables 
previously  available  only  in  the  OPPS 
Identifiable  Data  Set,  including  ICD-9- 
CM  diagnosis  codes  and  revenue  code 
payment  amounts.  This  file  is  derived 
firom  the  CY  2011  claims  that  were  used 
to  calculate  the  proposed  payment  rates 
for  the  CY  2013  OPPS. 

In  the  history  of  the  OPPS,  we  have 
traditionally  established  the  scaled 
relative  weights  on  which  payments  are 
based  using  APC  median  costs,  which  is 


a  process  most  recently  described  in  the 
CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74188). 

However,  as  discussed  in  more  detail  in 
section  II.A.2.f.  of  this  proposed  rule, 
we  are  proposing  to  use  geometric  mean 
costs  to  calculate  the  proposed  relative 
weights  on  which  the  proposed  CY  2013 
OPPS  payment  rates  are  based.  While 
this  proposal  would  change  the  cost 
metric  on  which  the  relative  payments 
are  based,  the  data  process  in  general 
would  remain  the  same,  under  the 
methodologies  that  we  use  to  obtain 
appropriate  claims  data  and  accurate 
cost  information  in  determining 
estimated  service  cost. 

We  used  the  methodology  described 
in  sections  ILA.2.a.  through  II.A.2.e.  of 
this  proposed  rule  to  calculate  the 
geometric  mean  costs  we  use  to 
establish  the  proposed  relative  weights 
used  in  calculating  the  proposed  OPPS 
payment  rates  for  CY  2013  shown  in 
Addenda  A  and  B  to  this  proposed  rule 
(which  are  available  via  the  Internet  on 
the  CMS  Web  site).  We  note  that  we  are 
providing  a  file  comparing  the  CY  2013 
proposed  payments  under  the  geometric 
mean  cost-based  OPPS,  relative  to  what 
they  would  be  under  a  CY  2013  median- 
based  OPPS.  We  are  providing  this  file 
so  that  the  public  can  provide 
meaningful  comment  on  our  proposal  to 
base  the  CY  2013  OPPS  relative 
payment  weights  on  geometric  mean 
costs.  We  refer  readers  to  section  II.A.4. 
of  this  proposed  rule  for  a  discussion  of 
the  conversion  of  APC  geometric  mean 
costs  to  scaled  payment  weights. 

a.  Claims  Preparation 

For  this  proposed  rule,  we  used  the 
CY  2011  hospital  outpatient  claims 
processed  before  January  1,  2012,  to 
calculate  the  geometric  mean  costs  of 
APCs  that  underpin  the  proposed 
relative  weights  for  CY  2013.  To  begin 
the  calculation  of  the  proposed  relative 
weights  for  CY  2013,  we  pulled  all 
claims  for  outpatient  services  furnished 
in  CY  2011  from  the  national  claims 
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history  file.  This  is  not  the  population 
of  claims  paid  under  the  OPPS,  but  all 
outpatient  claims  (including,  for 
example,  critical  access  hospital  (CAH) 
claims  and  hospital  claims  for  clinical 
laboratory  services  for  persons  who  are 
neither  inpatients  nor  outpatients  of  the 
hospital). 

We  then  excluded  claims  with 
condition  codes  04,  20,  21,  and  77 
because  these  are  claims  that  providers 
submitted  to  Medicare  knowing  that  no 
payment  would  be  made.  For  example, 
providers  submit  claims  with  a 
condition  code  21  to  elicit  an  official 
denial  notice  from  Medicare  and 
document  that  a  service  is  not  covered. 
We  then  excluded  claims  for  services 
furnished  in  Maryland,  Guam,  the  U.S. 
Virgin  Islands,  American  Samoa,  and 
the  Northern  Mariana  Islands  because 
hospitals  in  those  geographic  areas  are 
not  paid  under  the  OPPS,  and,  therefore, 
we  do  not  use  claims  for  services 
furnished  in  these  areas  in  ratesetting. 

We  divided  the  remaining  claims  into 
the  three  groups  shown  below.  Groups 
2  and  3  comprise  the  113  million  claims 
that  cohtain  hospital  bill  types  paid 
under  the  OPPS. 

1.  Claims  that  were  not  bill  types  12X 
(Hospital  Inpatient  (Medicare  Part  B 
.only)),  13X  (Hospital  Outpatient),  14X 

(Hospital — Laboratory  Services 
Provided  to  Nonpatients),  or  76X 
(Clinic — Community  Mental  Health 
Center).  Other  bill  types  are  not  paid 
under  the  OPPS;  therefore,  these  claims 
were  not  used  to  set  OPPS  payment. 

2.  Claims  that  were  bill  types  12X, 

13X  or  14X.  Claims  with  bill  types  12X 
and  13X  are  hospital  outpatient  claims. 
Claims  with  bill  type  14X  are  laboratory 
specimen  claims,  of  which  we  use  a 
subset  for  the  limited  number  of 
services  in  these  claims  that  are  paid 
under  the  OPPS. 

3.  Claims  that  were  bill  type  76X 
(CMHC). 

To  convert  charges  on  the  claims  to 
estimated  cost,  we  multiplied  the 
charges  on  each  claim  by  the 
appropriate  hospital-specific  CCR 
associated  with  the  revenue  code  for  the 
charge  as  discussed  in  section  II.A.l.c. 
of  this  proposed  rule.  We  then  flagged 
and  excluded  CAH  claims  (which  are 
not  paid  under  the  OPPS)  and  claims 
from  hospitals  with  invalid  CCRs.  The 
latter  included  claims  from  hospitals 
without  a  CCR:  those  from  hospitals 
paid  an  all-inclusive  rate;  those  from 
hospitals  with  obviously  erroneous 
CCRs  (greater  than  90  or  less  than 
0.0001);  and  those  from  hospitals  with 
overall  ancillary  CCRs  that  were 
identified  as  outliers  (that  exceeded  +/ 
—  3  standard  deviations  from  the 
geometric  mean  after  removing  error 


CCRs).  In  addition,  we  trimmed  the 
CCRs  at  the  cost  center  (that  is, 
departmental)  level  by  removing  the 
CCRs  for  each  cost  center  as  outliers  if 
they  exceeded  +/  -  3  standard 
deviations  fi'om  the  geometric  mean.  We 
used  a  four-tiered  hierarchy  of  cost 
center  CCRs,  which  is  the  revenue  code- 
to-cost  center  crosswalk,  to  match  a  cost 
center  to  every  possible  revenue  code 
appearing  in  the  outpatient  claims  that 
is  relevant  to  OPPS  services,  with  the 
top  tier  being  the  most  common  cost 
center  and  the  last  tier  being  the  default 
CCR..  If  a  hospital’s  cost  center  CCR  was 
deleted  by  trimming,  we  set  the  CCR  for 
that  cost  center  to  “missing”  so.  that 
another  cost  center  CCR  in  the  revenue 
center  hierarchy  could  apply.  If  no  other 
cost  center  CCR  could  apply  to  the 
revenue  code  on  the  claim,  we  used  the 
hospital’s  overall  ancillary  CCR  for  the 
revenue  code  in  question  a^  the  default 
CCR.  For  example,  if  a  visit  was 
reported  under  the  clinic  revenue  code 
but  the  hospital  did  not  have  a  clinic 
cost  center,  we  mapped  the  hospital- 
specific  overall  ancillary  CCR  to  the 
clinic  revenue  code.  The  revenue  code- 
to-cost  center  crosswalk  is  available  for 
inspection  and  comment  on  our  Web 
site:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 
Revenue  codes  that  we  do  not  use  in 
establishing  relative  costs  or  to  model 
impacts  are  identified  with  an  “N”  in 
the  revenue  code-to-cost  center 
crosswalk. 

We  applied  the  CCRs  as  described 
above  to  claims  with  bill  type  12X,  13X, 
or  14X,  excluding  all  claims  from  CAHs 
and  hospitals  in  Maryland,  Guam,  the 
U.S.  Virgin  Islands,  American  Samoa, 
and  the  Northern  Mariana  Islands  and 
claims  from  all  hospitals  for  which 
CCRs  were  flagged  as  invalid. 

We  identifi^  claims  with  condition 
code  41  as  partial  hospitalization 
services  of  hospitals  and  moved  them  to 
another  file.  We  note  that  the  separate 
file  containing  partial  hospitalization 
claims  is  included  in  the  files  that  are 
available  for  purchase  as  discussed 
above.  * 

We  then  excluded  claims  without  a 
HCPCS  code.  We  moved  to  another  file 
claims  that  contained  nothing  but 
influenza  and  pneumococcal 
pneumonia  (PPV)  vaccines.  Influenza 
and  PPV  vaccines  are  paid  at  reasonable 
cost  and,  therefore,  these  claims  are  not 
used  to  set  OPPS  rates. 

We  next  copied  line-item  costs  for 
drugs,  blood,  and  brachytherapy  sources 
to  a  separate  file  (the  lines  stay  on  the 
claim,  but  are  copied  onto  another  file). 
No  claims  .were  deleted  when  we  copied 
these  lines  onto  another  file.  These  line- 


items  are  used  to  calculate  a  per  unit 
arithmetic  and  geometric  mean  and 
median  cost  and  a  per  day  arithmetic 
and  geometric  mean  and  median  cost  for 
drugs  and  nonimplantable  biologicals, 
therapeutic  radiopharmaceutical  agents, 
and  brachytherapy  sources,  as  well  as 
other  information  used  to  set  payment 
rates,  such  as  a  unit-to-day  ratio  for 
drugs. 

In  the  past  several  years,  we  have 
developed  payment  policy  for  nonpass¬ 
through  separately  paid  drugs  and 
biologicals  based  on  a  redistribution 
methodology  that  accounts  for 
pharmacy  overhead  by  allocating  cost 
from  packaged  drugs  to  separately  paid 
drugs.  This  typically  would  have 
required  us' to  reduce  the  cost  associated 
with  packaged  coded  and  uncoded 
drugs  in  order  to  allocate  that  cost. 
However,  for  CY  2013,  we  are  proposing 
to  pay  for  separately  payable  drugs  and 
biologicals  under  the  OPPS  at  ASP+6 
percent,  based  upon  the  statutory 
default  described  in  section 
1833(t)(l4)(A)(iii)(II)  of  the  Act. 
Therefore,  under  this  proposal,  we 
would  not  redistribute  the  packaged 
cost.  We  refer  readers  to  section  V.B.3. 
of  this  proposed  rule  for  a  complete  . 
discussion  of  our  proposed  policy  to 
pay  for  separately  paid  drugs  and 
biologicals  in  CY  2013. 

We  then  removed  line-items  that  were 
not  paid  during  claim  processing, 
presumably  for  a  line-item  rejection  or 
denial.  The  number  of  edits  for  valid 
OPPS  payment  in  the  Integrated 
Outpatient  Code  Editor  (I/OCE)  and 
elsewhere  has  grown  significantly  in  the 
past  few  years,  especially  with  the 
implementation  of  the  full  spectrum  of 
National  Correct  Coding  Initiative 
(NCCI)  edits.  To  ensure  that  we  are 
using  valid  claims  that  represent  the 
cost  of  payable  services  to  set  payment 
rates,  we  removed  line-items  with  an 
OPPS  status  indicator  that  were  not  paid 
during  claims  processing  in  the  claim 
year,  but  have  a  status  indicator  of  “S,” 
“T,”  “V,”  or  “X”  in  the  prospective 
year’s  payment  system.  This  logic 
preserves  charges  for  services  that 
would  not  have  been  paid  in  the  claim 
year  but  for  which  some  estimate  of  cost 
is  needed  for  the  prospective  year,  such 
as  services  newly  proposed  to  come  off 
the  inpatient  list  for  CY  2012  that  were 
assigned  status  indicator  “C”  in  the 
claim  year.  It  also  preserves  charges  for 
packaged  services  so  that  the  costs  can 
be  included  in  the  cost  of  the  services 
with  which  they  are  reported,  even  if 
the  CPT  codes  for  the  packaged  services 
were  not  paid  because  the  service  is  part 
of  another  service  that  was  reported  on 
the  same  claim  or  the  code  otherwise 
violates  claims  processing  edits. 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


45077 


For  CY  2013,  we  are  proposing  to 
continue  the  policy  we  implemented  for 
CY  2012  to  exclude  line-item  data  for 
pass-through  drugs  and  biologicals 
(status  indicator  “G”  for  CY  2011)  and 
nonpass-through  drugs  and  biologicals 
(status  indicator  “K”  for  CY  2011) 
where  the  charges  reported  on  the  claim 
for  the  line  were  either  denied  or 
rejected  during  claims  processing. 
Removing  lines  that  were  eligible  for 
payment  but  were  not  paid  ensures  that 
we  are  using  appropriate  data.  The  trim 
avoids  using  cost  data  on  lines  that  we 
believe  were  defective  or  invalid 
because  those  rejected  or  denied  lines 
did  not  meet  the  Medicare  requirements 
for  payment.  For  example,  edits  may 
reject  a  line  for  a  separately  paid  drug 
because  the  number  of  units  billed 
exceeded  the  number  of  units  that 
would  be  reasonable  and,  therefore,  is 
likely  a  billing  error  (for  example,  a  line 
reporting  55  units  of  a  drug  for  which 
5  units  is  known  to  be  a  fatal  dose).  As 
with  our  trimming  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74141)  of  line-items  with 
a  status  indicator  of  “S,”  “T,”  “V,”  or 
“X,”  we  believe  that  unpaid  line-items 
represent  services  that  are  invalidly 
reported  and,  therefore,  should  not  be 
used  for  ratesetting.  We  believe  that 
removing  lines  with  valid  status 
indicators  that  were  edited  and  not  paid 
during  claims  processing  increases  the 
accuracy  of  the  data  used  for  ratesetting 
purposes. 

b.  Splitting  Claims  and  Creation  of 
“Pseudo”  Single  Procedure  Claims 

(1)  Splitting  Claims 

For  the  CY  2013  OPPS,  we  then  split 
the  remaining  claims  into  five  groups: 
single  majors;  multiple  majors;  single 
minors;  multiple  minors;  and  other 
claims.  (Specific  definitions  of  these 
groups  follow  below.)  For  CY  2013,  we 
are  proposing  to  continue  our  current 
policy  of  defining  major  procedures  as 
any  HCPCS  code  having  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X;” 
defining  minor  procedures  as  any  code 
having  a  status  indicator  of  “F,”  “G,” 
“H,”  “K,”  “L,”  “R,”  “U,”  or  “N,”  and 
classifying  “other”  procedures  as  any 
code  having  a  status  indicator  other 
than  one  that  we  have  classified  as 
major  or  minor.  For  CY  2013,  we  are 
proposing  to  continue  assigning  status 
indicator  “R”  to  blood  and  blood 
products;  status  indicator  “U”  to 
brachytherapy  Sources;  status  indicator 
“Ql”  to  all  “STVX-packaged  codes;” 
status  indicator  “Q2”  to  all  “T-packaged 
codes;”  and  status  indicator  “Q3”  to  all 
codes  that  may  be  paid  through  a 
composite  APC  based  on  composite- 


specific  criteria  or  paid  separately 
through  single  code  APCs  when  the 
criteria  are  not  met. 

As  discussed  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68709),  we  established  status 
indicators  “Ql,”  “Q2,”  and  “Q3”  to 
facilitate  identification  of  the  different 
categories  of  codes.  We  are  proposing  to 
treat  these  codes  in  the  same  manner  for 
data  purposes  for  CY  2013  as  we  have 
treated  them  since  CY  2008. 

Specifically,  we  are  proposing  to 
continue  to  evaluate  whether  the  criteria 
for  separate  payment  of  codes  with 
status  indicator  “Ql”  or  “Q2”  are  met 
in  determining  whether  they  are  treated 
as  major  or  minor  codes.  Codes  with 
status  indicator  “Ql”  or  “Q2”  are 
carried  through  the  data  either  with 
status  indicator  “N”  as  packaged  or,  if 
they  meet  the  criteria  for  separate 
payment,  they  are  given  the  status 
indicator  of  the  APC  to  which  they  are 
assigned  and  are  considered  as 
“pseudo”  single  procedure  claims  for 
major  codes.  Codes  assigned  status 
indicator  “Q3”  are  paid  under 
individual  APCs  unless  they  occur  in 
the  combinations  that  qualify  for 
payment  as  composite  APCs  and, 
therefore,  they  carry  the  status  indicator 
of  the  individual  APC  to  which  they  are 
assigned  through  the  data  process  and 
are  treated  as  major  codes  during  both 
the  split  and  “pseudo”  single  creation 
process.  The  calculation  of  the 
geometric  mean  costs  for  composite 
APCs  from  multiple  procedure  major 
claims  is  discussed  in  section  II.A.2.e.  of 
this  proposed  rule. 

Specifically,  we  are  proposing  to 
divide  the  remaining  claims  into  the 
following  five  groups: 

1.  Single  Procedure  Major  Claims: 
Claims  with  a  single  separately  payable 
procedure  (that  is,  status  indicator  “S,” 
“T,”  “V,”  or  “X,”  which  includes  codes 
with  status  indicator  “Q3”);  claims  with 
one  unit  of  a  status  indicator  “Ql”  code 
(“STVX-packaged”)  where  there  was  no. 
code  with  status  indicator  “S,”  “T,” 

“V,”  or  “X”  on  the  same  claim  on  the 
same  date;  or  claims  with  one  unit  of  a 
status  indicator  “Q2”  code  (“T- 
packaged”)  where  there  was  no  code 
with  a  status  indicator  “T”  on  the  same 
claim  on  the  same  date. 

2.  Multiple  Procedure  Major  Claims: 
Claims  with  more  than  one  separately 
payable  procedure  (that  is,  status 
indicator  “S,”  “T,”  “V,”  or  “X,”  which 
includes  codes  with  status  indicator 
“Q3”),  or  multiple  units  of  one  payable 
procedure.  These  claims  include  those 
codes  with  a  status  indicator  “Q2”  code 
(“T-packaged”)  where  there  was  no 
procedure  with  a  status  indicator  “T” 
on  tjje  same  claim  on  the  same  date  of 


service  but  where  there  was  another 
separately  paid  procedure  on  the  same 
claim  with  the  same  date  of  service  (that 
is,  another  code  with  status  indicator 
“S,”  “V,”  or  “X”).  We  also  include  in 
this  set  claims  that  contained  one  unit 
of  one  code  when  the  bilateral  modifier 
was  appended  to  the  code  and  the  code 
was  conditionally  or  independently 
bilateral.  In  these  cases,  the  claims 
represented  more  than  one  unit  of  the 
service  described  by  the  code, 
notwithstanding  that  only  one  unit  was 
billed. 

3.  Single  Procedure  Minor  Claims: 
Claims  with  a  single  HCPCS  code  that 
was  assigned  status  indicator  “F,”  “G,” 
“H,”  “K,”  “L,”  “R,”  “U,”  or  “N”  and 
not  status  indicator  “Ql”  (“STVX- 
packaged”)  or  status  indicator  “Q2”  (“T- 
packaged”)  code. 

4.  Multiple  Procedure  Minor  Claims: 
Claims  with  multiple  HCPCS  codes  that 
are  assigned  status  indicator  “F,”  “G,” 
“H,”  “K,”  “L,”  “R,”  “U,”  or  “N;”  claims 
that  contain  more  than  one  code  with 
status  indicator  “Ql”  (“STVX- 
packaged”)  or  more  than  one  unit  of  a 
code  with  status  indicator  “Ql”  but  no 
codes  with  status  indicator  “S,”  “T,” 
“V,”  or  “X”  on  the  same  date  of  service; 
or  claims  that  contain  more  than  one 
code  with  status  indicator  “Q2”  (T- 
packaged),  or  “Q2”  and  “Ql,”  or  more 
than  one  unit  of  a  code  with  status 
indicator  “Q2”  but  no  code  with  status 
indicator  “T”  on  the  same  (fate  of 
service. 

5.  Non-OPPS  Claims:  Claims  that 
contain  no  services  payable  under  the 
OPPS  (that  is,  all  status  indicators  other 
than  those  listed  for  major  or  minor 
status).  These  claims  were  excluded 
from  the  files  used  for  the  OPPS.  Non- 
OPPS  claims  have  cpdes  paid  under 
other  fee  schedules,  for  example, 
durable  medical  equipment  or  clinical 
laboratory  tests,  and  do  not  contain  a 
code  for  a  separately  payable  or 
packaged  OPPS  service.  Non-OPPS 
claims  include  claims  for  therapy 
services  paid  sometimes  under  the 
OPPS  but  billed,  in  these  non-OPPS 
cases,  with  revenue  codes  indicating 
that  the  therapy  services  would  be  paid 
under  the  Medicare  Physician  Fee 
Schedule  (MPFS).  ’ 

The  claims  listed  in  numbers  1,  2,  3, 
and  4  above  are  included  in  the  data  file 
that  can  be  purchased  as  described 
above.  Claims  that  contain  codes  to 
which  we  have  assigned  status 
indicators  “Ql”  (“STVX-packaged”) 
and  “Q2”  (“T-packaged”)  appear  in  the 
data  for  the  single  major  file,  the 
multiple  major  file,  and  the  multiple 
minor  file  used  for  ratesetting.  Claims 
that  contain  codes  to  which  we  have 
assigned  status  indicator  “Q3” 
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(composite  APC  members)  appear  in 
both  the  data  of  the  single  and  multiple 
major  files  used  in  this  proposed  rule, 
depending  on  the  specific  composite 
calculation. 

(2)  Creation  of  “Pseudo”  Single 
Procedure  Claims 

To  develop  “pseudo”  single 
procedure  claims  for  this  proposed  rule, 
we  examined  both  the  multiple 
procedure  major  claims  and  the 
multiple  procedure  minor  claims.  We 
first  examined  the  multiple  major 
procedure  claims  for  dates  of  service  to 
determine  if  we  could  break  them  into 
“pseudo”  single  procedure  claims  using 
the  dates  of  service  for  all  lines  on  the 
claim.  If  we  could  create  claims  with 
single  major  procedures  by  using  dates 
of  service,  we  created  a  single  procedure 
claim  record  for  each  separately  payable 
procedure  on  a  different  date  of  service 
(that  is,  a  “pseudo”  single). 

We  also  are  proposing  to  use  the 
bypass  codes  listed  in  Addendum  N  to 
this  proposed  rule  (which  is  available 
via  the  Internet  on  our  Web  site)  and 
discussed  in  section  II.A.l.b.  of  this 
proposed  rule  to  remove  separately 
payable  procedures  which  we 
determined  contained  limited  or  no 
packaged  costs  or  that  were  otherwise 
suitable  for  inclusion  on  the  bypass  list 
firom  a  multiple  procedure  bill.  As 
discussed  above,  we  ignore  the  “overlap 
bypass  codes,”  that  is,  those  HCPCS 
codes  that  are  both  on  the  bypass  list 
and  are  members  of  the  multiple 
imaging  composite  APCs,  in  this  initial 
assessment  for  “pseudo”  single 
procedure  claims.  The  proposed  CY 
2013  “overlap  bypass  codes”  are  listed 
in  Addendum  N  to  this  proposed  rule 
(which  is  available  via  the  Internet  on 
the  CMS  Web  site).  When  one  of  the  two 
separately  payable  procedures  on  a 
multiple  procedure  claim  was  on  the 
bypass  list,  we  split  the  claim  into  two 
“pseudo”  single  procedure  claim 
records.  The  single  procedure  claim 
record  that  contained  the  bypass  code 
did  not  retain  packaged  services.  The 
single  procedure  claim  record  that 
contained  the  other  separately  payable 
procedure  (but  no  bypass  code)  retained 
the  packaged  revenue  code  charges  and 
the  packaged  HCPCS  code  charges.  We 
also  removed  lines  that  contained 
multiple  units  of  codes  on  the  bypass 
list  and  treated  them  as  “pseudo”  single 
procedure  claims  by  dividing  the  cost 
for  the  multiple  units  by  the  number  of 
units  on  the  line.  Where  one  unit  of  a 
single,  separately  payable  procedure 
code  remained  on  the  claim  after 
removal  of  the  multiple  units  of  the 
bypass  code,  we  created  a  “pseudo” 
single  procedure  claim  from  that 


residual  claim  record,  which  retained 
the  costs  of  packaged  revenue  codes  and 
packaged  HCPCS  codes.  This  enabled  us 
to  use  claims  that  would  otherwise  be 
multiple  procedure  claims  and  could 
not  be  used. 

We  then  assessed  the  claims  to 
determine  if  the  proposed  criteria  for 
the  multiple  imaging  composite  APCs, 
discussed  in  section  II.A.2.e.(5)  of  this 
proposed  rule,  were  met.  Where  the 
criteria  for  the  imaging  composite  APCs 
were  met,  we  created  a  “single  session” 
claim  for  the  applicable  imaging 
composite  service  and  determined 
whether  we  could  use  the  claim  in 
ratesetting.  For  HCPCS  codes  that  are 
both  conditionally  packaged  and  are 
members  of  a  multiple  imaging 
composite  APC,  we  first  assessed 
whether  the  code  would  be  packaged 
and,  if  so,  the  code  ceased  to  be 
available  for  further  assessment  as  part 
of  the  composite  APC.  Because  the 
packaged  code  would  not  be  a 
separately  payable  procedure,  we 
considered  it  to  be  unavailable  for  use 
in  setting  the  composite  APC  costs  on 
which  proposed  CY  2013  OPPS 
payment  would  be  based.  Having 
identified  “single  session”  claims  for 
the  imaging  composite  APCs,  we 
reassessed  the  claim  to  determine  if, 
after  removal  of  all  lines  for  bypass 
codes,  including  the  “overlap  bypass 
codes,”  a  single  unit  of  a  single 
separately  payable  code  remained  on 
the  claim.  If  so,  we  attributed  the 
packaged  costs  on  the  claim  to  the 
single  unit  of  the  single  remaining 
separately  payable  code  other  than  the 
bypass  code  to  create  a  “pseudo”  single 
procedure  claim.  We  also  identified 
line-items  of  overlap  bypass  codes  as  a 
“pseudo”  single  procedure  claim.  This 
allowed  us  to  use  more  claims  data  for 
ratesetting  purposes.  < 

We  also  are  proposing  to  examine  the 
multiple  procedure  minor  claims  to 
determine  whether  we  could  create 
.“pseudo”  single  procedure  claims. 
Specifically,  where  the  claim  contained 
multiple  codes  with  status  indicator 
“Ql”  (“STVX-packaged”)  on  the  same 
date  of  service  or  contained  multiple 
units  of  a  single  code  with  status 
indicator  “Ql,”  we  selected  the  status 
indicator  “Ql”  HCPCS  code  that  had 
the  highest  CY  2012  relative  weight,  set 
the  units  to  one  on  that  HCPCS  code  to 
reflect  our  policy  of  paying  only  one 
unit  of  a  code  with  a  status  indicator  of 
“Ql.”  We  then  packaged  all  costs  for  the 
following  into  a  single  cost  for  the  “Ql” 
HCPCS  code  that  had  the  highest  CY 
2012  relative  weight  to  create  a 
“pseudo”  single  procedure  claim  for 
that  code:  Additional  units  of  the  status 
indicator  “Ql”  HCPCS  code  with  the 


highest  CY  2012  relative  weight;  other 
codes  with  status  indicator  “Ql”;  and 
all  other  packaged  HCPCS  codes  and 
packaged  revenue  code  costs.  We 
changed  the  status  indicator  for  the 
selected  code  from  the  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the  APC  to  which  the  selected 
procedure  was  assigned  for  further  data 
processing  and  considered  this  claim  as 
a  major  procedure  claim.  We  used  this 
claim  in  the  calculation  of  the  APC 
geometric  mean  cost  for  the  status 
indicator  “Ql”  HCPCS  code. 

Similarly,  where  a  multiple  procedure 
minor  claim  contained  multiple  codes 
with  status  indicator  “Q2”  (“T- 
packaged”)  or  multiple  units  of  a  single 
code  with  status  indicator  “Q2,”  we 
selected  the  status  indicator  “Q2” 

HCPCS  code  that  had  the  highest  CY 
2012  relative  weight,  set  the  units  to  one 
on  that  HCPCS  code  to  reflect  our  policy 
of  paying  only  one  unit  of  a  code  with 
a  status  indicator  of  “Q2.”  We  then 
packaged  all  costs  for  the  following  into 
a  single  cost  for  the  “Q2”  HCPCS  code 
that  had  the  highest  CY  2012  relative 
weight  to  create  a  “pseudo”  single 
procedure  claim  for  that  code: 

Additional  units  of  the  status  indicator 
“Q2”  HCPCS  code  with  the  highest  CY 
2012  relative  weight;  other  codes  with 
status  indicator  “Q2”;  and  other 
packaged  HCPCS  codes  and  packaged 
revenue  code  costs.  We  changed  the 
status  indicator  for  the  selected  code 
from  a  data  status  indicator  of  “N”  to 
the  status  indicator  of  the  APC  to  which 
the  selected  code  was  assigned,  and  we 
considered  this  claim  as  a  major 
procedure  claim. 

Where  a  multiple  procedure  minor 
claim  contained  multiple  codes  with 
status  indicator  “Q2”  (“T-packaged”) 
and  status  indicator  “Ql”  (“STVX- 
packaged”),  we  selected  the  T-packaged 
status  indicator  “Q2”  HCPCS  code  that 
had  the  highest  relative  weight  for  CY 
2012  and  set  the  units  to  one  on  that 
HCPCS  code  to  reflect  our  policy  of 
paying  only  one  unit  of  a  code  with  a 
status  indicator  of  “Q2.”  We  then 
packaged  all  costs  for  the  following  into 
a  single  cost  for  the  selected  (“T 
packaged”)  HCPCS  code  to  create  a 
“pseudo”  single  procedure  claim  for 
that  code:  Additional  units  of  the  status 
indicator  “Q2”  HCPCS  code  with  the 
highest  CY  2012  relative  weight:  other 
codes  with  status  indicator  “Q2”;  codes 
with  status  indicator  “Ql”  (“STVX- 
packaged”);  and  other  packaged  HCPCS 
codes  and  packaged  revenue  code  costs. 
We  favor  status  indicator  “Q2”  over 
“Ql”  HCPCS  codes  because  “Q2” 
HCPCS  codes  have  higher  CY  2012 
relative  weights.  If  a  status  indicator 
“Ql”  HCPCS  code  had  a  higher  CY  2011 
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relative  weight,  it  would  become  the 
primary  code  for  the  simulated  single 
bill  process.  We  changed  the  status 
indicator  for  the  selected  status 
indicator  “Q2”  (“T-packaged”)  code 
from  a  data  status  indicator  of  “N”  to 
the  status  indicator  of  the  APC  to  which 
the  selected  code  was  assigned  and  we 
considered  this  claim  as  a  major 
procedure  claim. 

We  then  applied  our  proposed 
process  for  creating  “pseudo”  single 
procedure  claims  to  the  conditionally 
packaged  codes  that  do  not  meet  the 
criteria  for  packaging,  which  enabled  us 
to  create  single  procedure  claims  from 
them,  where  they  meet  the  criteria  for 
single  procedure  claims.  Conditionally 
packaged  codes  are  identified  using 
status  indicators  “Ql”  and  “Q2,”  and 
are  described  in  section  XII.A.l.  of  this 
proposed  rule. 

Lastly,  we  excluded  those  claims  that 
we  were  not  able  to  convert  to  single 
procedure  claims  even  after  applying  all 
of  the  techniques  for  creation  of 
“pseudo”  single  procedure  claims  to 
multiple  procedure  major  claims  and  to 
multiple  procedure  minor  claims.  As 
has  been  our  practice  in  recent  years,  we 
also  excluded  claims  that  contained 
codes  that  were  viewed  as 
independently  or  conditionally  bilateral 
and  that  contained  the  bilateral  modifier 
(Modifier  50  (Bilateral  procedure)) 
because  the  line-item  cost  for  the  code 
represented  the  cost  of  two  units  of  the 
procedure,  notwithstanding  that 
hospitals  billed  the  code  with  a  unit  of 
one. 


We  are  proposing  to  continue  to  apply 
this  methodology  for  the  purpose  of 
creating  pseudo  single  procedure  claims 
for  the  CY  2013  OPPS. 

c.  Completion  of  Claim  Records  and 
Geometric  Mean  Cost  Calculations 

(1)  General  Process 

We  then  packaged  the  costs  of 
packaged  HCPCS  codes  (codes  with 
status  indicator  “N”  listed  in 
Addendum  B  to  this  proposed  rule 
(which  is  referenced  in  section  XIX.  of 
this  proposed  rule  and  available  via  the 
Internet  on  the  CMS  Web  site)  and  the 
costs  of  those  lines  for  codes  with  status 
indicator  “Ql”  or  “Q2”  when  they  are 
not  separately  paid),  and  the  costs  of  the 
services  reported  under  packaged 
revenue  codes  in  Table  3  below  that 
appeared  on  the  claim  without  a  HCPCS 
code  into  the  cost  of  the  single  major 
procedure  remaining  on  the  claim. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66606),  for  the  CY  2008  OPPS,  we 
adopted  an  APC  Panel  recommendation 
that  CMS  should  review  the  final  list  of 
packaged  revenue  codes  for  consistency 
with  OPPS  policy  and  ensure  that  future 
versions  of  the  I/OCE  edit  accordingly. 
As  we  have  in  the  past,  we  are 
proposing  to  continue  to  compare  the 
final  list  of  packaged  revenue  codes  that 
we  adopt  for  CY  2013  to  the  revenue 
codes  that  the  I/OCE  will  package  for 
CY  2013  to  ensure  consistency. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68531),  we 


replaced  the  NUBC  standard 
abbreviations  for  the  revenue  codes 
listed  in  Table  2  of  the  CY  2009  OPPS/ 
ASC  proposed  rule  with  the  most 
current  NUBC  descriptions  of  the 
revenue  code  categories  and 
subcategories  to  better  articulate  the 
meanings  of  the  revenue  codes  without 
changing  the  proposed  list  of  revenue 
codes.  In  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60362 
through  60363),  we  finalized  changes  to 
the  packaged  revenue  code  list  based  on 
our  examination  of  the  updated  NUBC 
codes  and-public  comment  to  the  CY 

2010  proposed  list  of  packaged  revenue 
codes. 

For  CY  2013,  as  we  did  for  CY  2012, 
we  reviewed  the  changes  to  revenue 
codes  that  were  effective  during  CY 

2011  for  purposes  of  determining  the 
charges  reported  with  revenue  codes  but 
without  HCPCS  codes  that  we  would 
propose  to  package  for  CY  2013.  We 
believe  that  the  charges  reported  under 
the  revenue  codes  listed  in  Table  3 
below  continue  to  reflect  ancillary  and 
supportive  services  for  which  hospitals 
report  charges  without  HCPCS  codes. 
Therefore,  for  CY  2013,  we  are 
proposing  to  continue  to  package  the 
costs  that  we  derive  from  the  charges 
reported  without  HCPCS  code  under  the 
revenue  codes  displayed  in  Table  3 
below  for  purposes  of  calculating  the 
geometric  mean  costs  on  which  the 
proposed  CY  2013  OPPS/ASC  payment 
rates  are  based. 


Table  3— Proposed  CY  2013  Packaged  Revenue  Codes 


Revenue  code 


Description 


0250  . 
0251  . 
0252  . 
0254  . 
0255  . 
0257  . 
0258  . 
0259  . 
0260  . 
0261  . 
0262  . 
0263  . 
0264  . 
0269  , 
0270  . 
0271  , 
0272  , 
0275  , 
0276 
0278  , 
0279 
0280 
0289 
0343 
0344 
0370 
0371 


Pharmacy;  General  Classification. 

Pharmacy;  Generic  Drugs. 

Pharmacy;  Non-Generic  Drugs. 

Pharmacy;  Drugs  Incident  to  Other  Diagnostic  Services. 
Pharmacy;  Drugs  Incident  to  Radiology. 

Pharmacy;  Non-Prescription. 

Pharmacy;  IV  Solutions. 

Pharmacy;  Other  Pharmacy. 

IV  Therapy;  General  Classification. 

IV  Therapy;  Infusion  Pump. 

IV  Therapy;  IV  Therapy/Pharmacy  Svcs. 

IV  Therapy;  IV  Therapy/Drug/Supply  Delivery. 

IV  Therapy;  IV  Therapy/Supplies. 

IV  Therapy;  Other  IV  Therapy. 

Medical/Surgical  Supplies  and  Devices;  General  Classification. 
Medical/Surgical  Supplies  and  Devices;  Non-sterile  Supply. 
Medical/Surgical  Supplies  and  Devices;  Sterile  Supply. 
Medical/Surgical  Supplies  and  Devices;  Pacemaker. 
Medical/Surgical  Supplies  and  Devices;  Intraocular  Lens. 
Medical/Surgical  Supplies  and  Devices;  Other  Implants. 
Medical/Surgical  Supplies  and  Devices;  Other  Supplies/Devices. 
Oncology;  General  Classification. 

Oncology;  Other  Oncology. 

Nuclear  Medicine;  Diagnostic  Radiopharmaceuticals. 

Nuclear  Medicine;  Therapeutic  Radiopharmaceuticals. 
Anesthesia;  General  Classification.- 
Anesthesia;  Anesthesia  Incident  to  Radiology. 
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Table  3— Proposed  CY  2013  Packaged  Revenue  Codes— Continued 


Revenue  code  I 


0372 

0379 

0390 

0392 

0399 

0621 

0622 

0623 

0624 

0630 

0631 

0632 

0633 

0681 

0682 

0683 

0684 

0689 

0700 

0710 

0720 

0721 

0732 

0762 

0801 

0802 

0803 

0804 

0809 

0810 

0819 

0821 

0824 

0825 

0829 

0942 

0943 

0948 


Description 


Anesthesia:  Anesthesia  Incident  to  Other  DX  Services. 

Anesthesia;  Other  Anesthesia. 

Administration,  Processing  and  Storage  for  Blood  and  Blood  Components:  General  Classification. 

Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  Processing  and  Storage. 

Administration,  Processing  and  Storage  for  Blood  and  Blood  Components:  Other  Blood  Handling. 

Medical  Surgical  Supplies — Extension  of  027X;  Supplies  Incident  to  Radiology. 

Medical  Surgical  Supplies — Extension  of  027X:  Supplies  Incident  to  Other  DX  Services. 

Medical  Supplies — Extension  of  027X,  Surgical  Dressings. 

Medical  Surgical  Supplies — Extension  of  027X;  FDA  Investigational  Devices. 

Pharmacy — Extension  of  025X;  Reserved. 

Pharmacy — Extension  of  025X:  Single  Source  Drug. 

Pharmacy — Extension  of  025X:  Multiple  Source  Drug. 

Pharmacy — Extension  of  025X:  Restrictive  Prescription. 

Trauma  Response;  Level  I  Trauma. 

Trauma  Response;  Level  II  Trauma. 

Trauma  Response;  Level  III  Trauma. 

Trauma  Response;  Level  IV  Trauma. 

Trauma  Response;  Other. 

Cast  Room;  General  Classification. 

Recovery  Room;  General  Classification. 

Labor  Room/Delivery;  General  Classification. 

Labor  Room/Delivery;  Labor. 

EKG/ECG  (Electrocardiogram):  Telemetry. 

Specialty  services:  Observation  Hours. 

Inpatient  Renat  Dialysis;  Inpatient  Hemodialysis. 

Inpatient  Renal  Dialysis;  Inpatient  Peritoneal  Dialysis  (Non-CAPD). 

Inpatient  Renal  Dialysis;  Inpatient  Continuous  Ambulatory  Peritoneal  Dialysis  (CAPD). 

Inpatient  Renal  Dialysis;  Inpatient  Continuous  Cycling  Peritoneal  Dialysis  (CCPD). 

Inpatient  Renal  Dialysis;  Other  inpatient  Dialysis. 

Acquisition  of  Body  Components;  General  Classification. 

Inpatient  Renal  Dialysis;  Other  Donor. 

Hemodialysis-Outpatient  or  Home;  Hemodialysis  Composite  or  Other  Rate. 

Hemodialysis-Outpatient  or  Home;  Maintenance — 100%. 

Hemodialysis-Outpatient  or  Home;  Support  Services. 

Hemodialysis-Outpatient  or  Home;  Other  OP  Hemodialysis. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X);  Education/Training. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X),  Cardiac  Rehabilitation. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X),  Pulmonary  Rehabilitation. 


In  accordance  with  our  longstanding 
policy,  we  are  proposing  to  continue  to 
exclude;  (1)  Claims  that  had  zero  costs 
after  summing  all  costs  on  the  claim; 
and  (2)  claims  containing  packaging  flag 
number  3.  Effective  for  services 
furnished  on  or  after  July  1,  2004,  the 
I/OCE  assigned  packaging  flag  number  3 
to  claims  on  which  hospitals  submitted 
token  charges  less  than  $1.01  for  a 
service  with  status  indicator  “S”  or  “T” 
(a  major  separately  payable  service 
under  the  OPPS)  for  which  the  fiscal 
intermediary  or  MAC  was  required  to 
allocate  the  sum  of  charges  for  services 
with  a  status  indicator  equaling  “S”  or 
“T”  based  on  the  relative  weight  of  the 
APC  to  which  each  code  was  assigned. 
We  do  not  believe  that  these  charges, 
which  were  token  charges  as  submitted 
by  the  hospital,  are  valid  reflections  of 
hospital  resources.  Therefore,  we 
deleted  these  claims.  We  also  deleted 
claims  for  which  the  charges  equaled 
the  revenue  center  payment  (that  is,  the 
Medicare  payment)  on  the  assuiription 
that,  where  the  charge  equaled  the 
payment,  to  apply  a  CCR  to  the  charge 


would  not  yield  a  valid  estimate  of 
relative  provider  cost.  We  are  proposing 
to  continue  these  processes  for  the  CY 
2013  OPPS. 

For  the  remaining  claims,  we  are 
proposing  to  then  standardize  60 
percent  of  the  costs  of  the  claim  (which 
we  have  previously  determined  to  be 
the  labor-related  portion)  for  geographic 
differences  in  labor  input  costs.  We 
made  this  adjustment  by  determining 
the  wage  index  that  applied  to  the 
hospital  that  furnished  the  service  and 
dividing  the  cost  for  the  separately  paid 
HCPCS  code  furnished  by  the  hospital 
by  that  wage  index.  The  claims 
accounting  that  we  provide  for  the 
proposed  and  final  rule  contains  the 
formula  we  use  to  standardize  the  total 
cost  for  the  effects  of  the  wage  index.  As 
has  been  our  policy  since  the  inception 
of  the  OPPS,  we  are  proposing  to  use  the 
pre-reclassified  wage  indices  for 
standardizatioii  because  we  believe  that 
they  better  reflect  the  true  costs  of  items 
and  services  in  the  area  in  which  the 
hospital  is  located  than  the  post¬ 
reclassification  wage  indices  and. 


therefore,  would  result  in  the  most 
accurate  unadjusted  geometric  mean 
costs. 

In  accordance  with  our  longstanding 
practice,  we  also  are  proposing  to 
exclude  single  and  pseudo  single 
procedure  claims  for  which  the  total 
cost  on  the  claim  was  outside  3  standard 
deviations  from  the  geometric  mean  of 
units  for  each  HCPCS  code  on  the 
bypass  list  (because,  as  discussed  above, 
we  used  claims  that  contain  multiple 
units  of  the  bypass  codes). 

After  removing  claims  for  hospitals 
with  error  CCRs,  claims  without  HCPCS 
codes,  claims  for  immunizations  not 
covered  under  the  OPPS,  and  claims  for 
services  not  paid  under  the  OPPS, 
approximately  108  million  claims  were 
left.  Using  these  approximately  108 
million  claims,  we  created 
approximately  110  million  single  and 
“pseudo”  single  procedure  claims,  of 
which  we  used  slightly  more  than  110 
million  single  bills  (after  trimming  out 
approximately  959,000  claims  as 
discussed  in  section  II.A.l.a.  of  this 
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proposed  rule)  in  the  CY  2013  geometric 
mean  cost  development  and  ratesetting. 

As  discussed  above,  the  OPPS  has 
historically  developed  the  relative 
weights  on  which  APC  payments  are 
based  using  APC  median  costs.  For  the 
CY  2013  OPPS,  we  are  proposing  to 
calculate  the  APC  relative  weights  using 
geometric  mean  costs,  and  therefore  the 
following  discussion  of  the  two  times 
rule  and  relative  weight  development 
refers  to  geometric  means.  For  more 
detail  about  the  CY  2013  OPPS/ASC 
proposal  to  calculate  relative  payment 
weights  based  on  geometric  means,  we 
refer  readers  to  section  II.A.2.f.  of  this 
proposed  rule. 

We  are  proposing  to  use  these  claims 
to  calculate  the  proposed  CY  2013 
geometric  mean  costs  for  each 
separately  payable  HCPCS  code  and 
each  APC.  The  comparison  of  HCPCS 
code-specific  and  APC  geometric  mean 
costs  determines  the  applicability  of  the 
2  times  rule.  Section  1833jt)(2)  of  the 
Act  provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  shall  not  be 
treated  as  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  cost  (or  mean  cost,  if  elected  by 
the  Secretary)  for  an  item  or  service 
within  the  group  is  more  than  2  times 
greater  than  the  lowest  median  cost  (or 
mean  cost,  if  so  elected)  for  an  item  or 
service  within  the  same  group  (the  2 
times  rule).  While  we  have  historically 
applied  the  2  times  rule  based  on 
median  costs,  as  part  of  the  CY  2013 
proposal  to  develop  the  OPPS  relative 
payment  weights  based  on  geometric 
mean  costs,  we  also  are  proposing  to 
apply  the  2  times  rule  based  on 
geometric  mean  costs.  For  a  detailed 
discussion  of  the  CY  2013  proposal  to 
develop  the  APC  relative  payment 
weights  based  on  geometric  mean  costs, 
we  refer  readers  to  section  II.A.2.f.  of 
this  proposed  rule. 

We  note  that,  for  purposes  of 
identifying  significant  HCPCS  for 
examination  in  the  2  times  rule,  we 
consider  codes  that  have  more  than 
1,000  single  major  claims  or  codes  that 
have  both  greater  than  99  single  major 
claims  and  contribute  at  least  2  percent 
of  the  single  major  claims  used  to 
establish  the  APC  geometric  mean  cost 
to  be  significant.  This  longstanding 
definition  of  when  a  HCPCS  code  is 
significant  for  purposes  of  the  2  times 
rule  was  selected  because  we  believe 
that  a  subset  of  1,000  claims  is 
negligible  within  the  set  of 
approximately  100  million  single 
procedure  or  single  session  claims  we 
use  for  establishing  geometric  mean 
costs.  Similarly,  a  HCPCS  code  for 
which  there  are  fewer  than  99  single 


bills  and  which  comprises  less  than  2 
percent  of  the  single  major  claims 
within  an  APC  will  have  a  negligible 
impact  on  the  APC  geometric  mean.  We 
note  that  this  -method  of  identifying 
significant  HCPCS  codes  within  an  APC 
for  purposes  of  the  2  times  rule  was 
used  in  prior  years  under  the  median- 
based  cost  methodology.  Under  our  CY 
2013  proposal  to  base  the  relative 
payment  weights  on  geometric  mean 
costs,  we  believe  that  this  same 
consideration  for  identifying  significant 
HCPCS  codes  should  apply  because  the 
principles  are  consistent  with  their  use 
in  the  median-based  system.  Unlisted 
codes  are  not  used  in  establishing  the 
percent  of  claims  contributing  to  the 
APC,  nor  are  their  costs  used  in  the 
calculation  of  the  APC  geometric  mean. 
Finally,  we  reviewed  the  geometric 
mean  costs  for  the  services  for  which  we 
are  proposing  to  pay  separately  under 
this  proposed  rule,  and  we  reassigned 
HCPCS  codes  to  different  APCs  where  it 
was  necessary  to  ensure  clinical  and 
resource  homogeneity  within  the  APCs. 
Section  III.  of  this  proposed  rule 
includes  a  discussion  of  many  of  the 
HCPCS  code  assignment  changes  that 
resulted  from  examination  of  the 
geometric  mean  costs  and  for  other 
reasons.  The  APC  geometric  means  were 
recalculated  after  we  reassigned  the 
affected  HCPCS  codes.  Both  the  HCPCS 
code-specific  geometric  means  and  the 
APC  geometric  means  were  weighted  to 
account  for  the  inclusion  of  multiple 
units  of  the  bypass  codes  in  the  creation 
of  “pseudo”  single  procedure  claims. 

As  we  discuss  in  sections  II.A.2.d. 
and  II.A.2.e.  and  in  section  VIII.B.  of 
this  proposed  rule,  in  some  cases,  APC 
geometric  mean  costs  are  calculated 
using  variations  of  the  process  outlined 
above.  Specifically,  section  II.A.2.d.  of 
this  proposed  rule  addresses  the 
calculation  of  single  APC  criteria-based 
geometric  mean  costs.  Section  II.A.2.e. 
of  this  proposed  rule  discusses  the 
calculation  of  composite  APC  criteria- 
based  geometric  mean  costs.  Section 
VIII.B.  of  this  proposed  rule  addresses 
the  methodology  for  calculating  the 
geometric  mean  costs  for  partial 
hospitalization  services. 

(2)  Recommendations  of  the  Advisory 
Panel  on  Hospital  Outpatient  Payment 
Regarding  Data  Development 

At  the  February  27-28,  2012  meeting 
of  the  Advisory  Panel  on  Hospital 
Outpatient  Payment  (the  Panel),  we 
provided  the  Data  Subcommittee  with  a 
list  of  all  APCs  fluctuating  by  greater 
than  10  percent  when  comparing  the  CY 
2012  OPPS  final  rule  median  costs 
based  on  CY  2010  claims  processed 
through  June  30,  2011,  to  those  based  on 


CY  2011  OPPS/ASC  final  rule  data  (CY 
2009  claims  processed  through  June  30, 
2010).  The  Data  Subcommittee  reviewed 
the  fluctuations  in  the  APC  median 
costs  but  did  not  express  particular 
concerns  with  the  median  cost  changes. 

At  the  February  27-28,  2012  Panel 
meeting,  the  Panel  made  a  number  of 
recommendations  related  to  the  data 
process.  The  Panel’s  recommendations 
and  our  responses  follow. 

Recommendation  1 :  The  Panel 
recommends  that  the  work  of  the  Data 
Subcommittee  continue. 

CMS  Response  to  Recommendation  1: 
We  are  accepting  this  recommendation. 

Recommendation  2:  The  Panel 
recommends  that  Kari  S.  Cornicelli, 
C.P.A.,  FHFMA,  serve  as  acting 
chairperson  for  the  winter  2012  meeting 
of  the  Data  Subcommittee. 

CMS  Response  to  Recommendation  2: 
We  are  accepting  this  recommendation. 

d.  Proposed  Calculation  of  Single 
Procedure  APC  Criteria-Based  Costs 

(1)  Device-Dependent  APCs 

Device-dependent  APCs  are 
populated  by  HCPCS  codes  that  usually, 
but  not  always,  require  that  a  device  be 
implanted  or  used  to  perform  the 
procedure.  For  a  full  history  of  how  we 
have  calculated  payment  rates  for 
device-dependent  APCs  in  previous 
years  and  a  detailed  discussion  of  how 
we  developed  the  standard  device¬ 
dependent  APC  ratesetting 
methodology,  we  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66739  through 
66742).  Overviews  of  the  procedure-to- 
device  edits  and  device-to-procedure 
edits  used  in  ratesetting  for  device¬ 
dependent  APCs  are  available  in  the  CY 
2005  OPPS  final  rule  with  comment 
period  (69  FR  65761  through  65763)  and 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68070  through 
68071). 

For  CY  2013,  we  are  proposing  to  use 
the  standard  methodology  for 
calculating  costs  for  device-dependent 
APCs  that  was  finalized  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74148  through  74151). 
This  methodology  utilizes  claims  data 
that  generally  represent  the  full  cost  of 
the  required  device  and  the  most  recent 
cost  report  data.  Specifically,  we  are 
proposing  to  calculate  the  costs  for 
device-dependent  APCs  for  CY  2013 
using  only  the  subset  of  single 
procedure  claims  from  CY  2011  claiips 
data  that  pass  the  procedure-to-device 
and  device-to-procedure  edits;  do  not 
contain  token  charges  (less  than  $1.01) 
for  devices;  do  not  contain  the  “FB” 
modifier  signifying  that  the  device  was 
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furnished  without  cost  to  the  provider, 
or  where  a  full  credit  was  received;  and 
do  not  contain  the  “FC”  modifier 
signifying  that  the  hospital  received 
partial  credit  for  the  device.  The 
procedure-to-device  edits  require  that 
when  a  particular  procedural  HCPCS 
code  is  billed,  the  claim  must  also 
contain  an  appropriate  device  code, 
while  the  device-to-procedure  edits 


require  that  a  claim  that  contains  one  of 
a  specified  set  of  device  codes  also 
contain  an  appropriate  procedure  code. 
'We  continue  to  believe  the  standard 
methodology  for  calculating  costs  fo^ 
device-dependent  APCs  gives  us  the 
most  appropriate  costs  for  device¬ 
dependent  APCs  in  which  the  hospital 
incurs  the  full  cost  of  the  device. 


Table  4 A  below  lists  the  APCs  for 
which  we  are  proposing  to  use  our 
standard  device-dependent  APC 
ratesetting  methodology  for  CY  2013. 
We  refer  readers  to  Addendum  A  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site)  for 
the  proposed  payment  rates  for  these 
device-dependent  APCs  for  CY  2013. 


Table  4A— Proposed  CY  2013  Device-Dependent  APCs 


Proposed  CY 
2013  APC 

Proposed  CY 
2013  status 
indicator 

Proposed  CY  2013  APC  title 

0039  . 

S 

Level  1  Implantation  of  Neurostimulator  Generator. 

0040  . , 

S 

Level  1  Implantation/Revision/Replacement  of  Neurostimulator  Electrodes. 

0061  . 

S 

Level  II  Implantation/Revision/Replacement  of  Neurostimulator  Electrodes. 

0082  . 

T 

Coronary  or  Non-Coronary  Atherectomy. 

0083  . 

T 

Coronary  Angioplasty,  Valvuloplasty,  and  Level  1  Endovascular  Revascularization  of  the  Lower  Extremity. 

0084  . 

s  ! 

Level  1  Electrophysiologic  Procedures. 

0085  . 

T  1 

Level  II  Electrophysiologic  Procedures. 

0086  . 

T 

Level  III  Electrophysiologic  Procedures. 

0089  . 

T  ! 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes. 

0090  . 

T  ■ 

Insertion/Replacement  of  Pacemaker  Pulse  Generator. 

0104  . 

T 

Transcatheter  Placement  of  Intracoronary  Stents. 

0106  . 

T  i 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes. 

0107  . 

T 

Insertion  of  Cardioverter-Defibrillator. 

0108  . •. . 

T 

Insertion/Replacement/Repair  of  AlCD  Leads,  Generator,  and  Pacing  Electrodes. 

0115  . 

T 

Cannula/Access  Device  Procedures. 

0202  . 

T 

Level  VII  Female  Reproductive  Procedures. 

0227  . 

T 

Implantation  of  Drug  Infusion  Device. 

0229  . 

T 

Level  II  Endovascular  Revascularization  of  the  Lower  Extremity. 

0259  . 

T 

Level  VII  ENT  Procedures. 

0293  . 

T 

Level  V  Anterior  Segment  Eye  Procedures. 

0315  . 

S 

Level  II  Implantation  of  Neurostimulator  Generator. 

0318  . 

S 

Implantation  of  Cranial  Neurostimulator  Pulse  Generator  and  Electrode. 

0319  . 

T 

Level  III  Endovascular  Revascularization  of  the  Lower  Extremity. 

0384  . 

T 

Gl  Procedures  with  Stents. 

0385  . 

S 

Level  1  Prosthetic  Urological  Procedures. 

0386  . 

S 

Level  II  Prosthetic  Urological  Procedures. 

0425  . 

T 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis. 

0427  . 

T 

Level  II  Tube  or  Catheter  Changes  or  Repositioning. 

0622  . 

T 

Level  II  Vascular  Access  Procedures. 

0623  . 

T 

Level  III  Vascular  Access  Procedures. 

0648  . 

T 

Level  IV  Breast  Surgery. 

0652  . 

T 

Insertion  of  Intraperitoneal  and  Pleural  Catheters. 

0653  . 

T 

Vascular  Reconstruction/Fistula  Repair  with  Device. 

0654  . 

T 

Insertion/Replacement  of  a  Permanent  Dual  Chamber  Pacemaker. 

0655  . 

T 

Insertion/Replacement/Conversion  of  a  Permanent  Dual  Chamber  Pacemaker  or  Pacing  Electrode. 

0656  . 

T 

Transcatheter  Placement  of  Intracoronary  Drug-Eluting  Stents. 

0674  . 

T 

Prostate  Cryoablation. 

0680  . 

S 

Insertion  of  Patient  Activated  Event  Recorders. 

(2)  Blood  and  Blood  Products 

Since  the  implementation  of  the  OPPS 
in  August  2000,  we  have  made  sepmate 
payments  for  blood  and  blood  products 
through  APCs  rather  than  packaging 
payment  for  them  into  payments  for  the 
procedures  with  which  they  are 
administered.  Hospital  payments  for  the 
costs  of  blood  and  blood  products,  as 
well  as  for  the  costs  of  collecting, 
processing,  and  storing  blood  and  blood 
products,  are  made  through  the  OPPS 
payments  for  specific  blood  product 
APCs. 


For  CY  2013,  we  are  proposing  to 
continue  to  establish  payment  rates  for 
blood  and  blood  products  using  our 
blood-specific  CCR  methodology,  which 
utilizes  actual  or  simulated  CCRs  from 
the  most  recently  available  hospital  cost 
reports  to  convert  hospital  charges  for 
blood  and  blood  products  to  costs.  This 
methodology  has  been  our  standard 
ratesetting  methodology  for  blood  and 
blood  products  since  CY  2005.  It  was 
developed  in  response  to  data  analysis 
indicating  that  there  was  a  significant 
difference  in  CCRs  for  those  hospitals 
with  and  without  blood-specific  cost 


centers,  and  past  public  comments 
indicating  that  the  former  OPPS  policy 
of  defaulting  to  the  overall  hospital  CCR 
for  hospitals  not  reporting  a  blood- 
specific  cost  center  often  resulted  in  an 
underestimation  of  the  true  hospital 
costs  for  blood  and  blood  products. 
Specifically,  in  order  to  address  the 
differences  in  CCRs  and  to  better  reflect 
hospitals’  costs,  we  are  proposing  to 
continue  to  simulate  blood  CCRs  for 
each  hospital  that  does  not  report  a 
blood  cost  center  by  calculating  the  ratio 
of  the  blood-specific  CCRs  to  hospitals’ 
overall  CCRs  for  those  hospitals  that  do 
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report  costs  and  charges  for  blood  cost 
centers.  We  would  then  apply  this  mean 
ratio  to  the  overall  CCRs  of  hospitals  not 
reporting  costs  and  charges  for  blood 
cost  centers  on  their  cost  reports  in 
order  to  simulate  blood-specific  CCRs 
for  those  hospitals.  We  calculated  the 
costs  upon  which  the  proposed  CY  2013 
payment  rates  for  blood  and  blood 
products  are  based  using  the  actual 
blood-specific  CCR  for  hospitals  that 
reported  costs  and  charges  for  a  blood 
cost  center  and  a  hospital-specific 
simulated  blood-specific  CCR  for 
hospitals  that  did  not  report  costs  and 
charges  for  a  blood  cost  center.  We  note 
that  we  used  geometric  mean  unit  costs 
for  each  blood  and  blood  product  to 
calculate  the  proposed  payment  rates, 
consistent  with  the  methodology 
proposed  for  other  items  and  services, 
discussed  in  section  II.A.Z.f.  of  this 
proposed  rule. 

We  continue  to  believe  the  hospital- 
specific,  blood-specific  CCR 
methodology  best  responds  to  the 
absence  of  a  blood-specific  CCR  for  a 
hospital  than  alternative  methodologies, 
such  as  defaulting  to  the  overall  hospital 
CCR  or  applying  an  average  blood- 
specific  CCR  across  hospitals.  Because 
this  methodology  takes  into  account  the 
unique  charging  and  cost  accounting 
structure  of  each ‘hospital,  we  believe 
that  it  yields  more  accurate  estimated 
costs  for  these  products.  We  believe  that 
continuing  with  this  methodology  in  CY 
2013  would  result  in  costs  for  blood  and 
blood  products  that  appropriately  reflect 
the  relative  estimated  costs  of  these 
products  for  hospitals  without  blood 
cost  centers  and,  therefore,  for  these 
blood  products  in  general. 

We  refer  readers  to  Addendum  B  to 
this  proposed  rule  (which  is  available 
via  the  Internet  on  the  CMS  Web  site) 
for  the  proposed  CY  2013  payment  rates 
for  blood  and  blood  products  (which  are 
identified  with  status  indicator  “R”). 

For  a  more  detailed  discussion  of  the 
blood-specific  CCR  methodology,  we 
refer  readers  to  the  CY  2005  OPPS 
proposed  rule  (69  FR  50524  through 
50525).  For  a  full  history  of  OPPS 
payment  for  blood  and  blood  products, 
we  refer  readers  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66807  through  66810). 

(3)  Endovascular  Revascularization  of 
the  Lower  Extremity  (APCs  0083,  0229, 
and  0319) 

For  the  CY  2011  update,  the  AMA’s 
CPT  Editorial  Panel  created  16  new  CPT 
codes  in  the  Endovascular 
Revascularization  section  of  the  2011 


CPT  codebook  to  describe  endovascular 
revascularization  procedures  of  the 
lower  extremity  performed  for  occlusive 
disease.  In  the  CY  2011  OPPS/ ASC  final 
rule  with  comment  period  (75  FR  71841 
through  71845),  we  discussed  the 
process  and  methodology  by  which  we 
assigned  the  CY  2011  endovascular 
revascularization  CPT  codes  to  APCs 
that  we  believe  are  comparable  with 
respect  to  clinical  characteristics  and 
resources  required  to  furnish  the 
services.  Specifically,  we  were  able  to 
use  the  existing  CY  2009  hospital 
outpatient  claims  data  and  the  most 
recent  cost  report  data  to  create 
simulated  costs  for  12  of  the  16  new 
separately  payable  codes  for  CY  2011. 
Because  the  endovascular 
revascularization  CPT  codes  were  new 
for  CY  2011,  we  used  our  CY  2009 
single  and  “pseudo”  single  claims  data 
to  simulate  the  new  CY  2011  CPT  code 
definitions.  As  shown  in  Table  7  of  the 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  71844),  many  of 
the  new  endovascular  revascularization 
CPT  codes  were  previously  reported 
using  a  combination  of  CY  2009  CPT 
codes.  In  order  to  simulate  costs,  we 
selected  claims  that  we  believe  met  the 
definition  for  each  of  the  new 
endovascular  revascularization  CPT 
codes.  Table  7  showed  the  criteria  we 
applied, to  select  a  claim  to  be  used  in 
the  calculation  of  the  costs  for  the  new 
codes  (shown  in  Column  A).  As  we 
stated  in  the  CY  2011  OPPS/ASC  final 
rule  with  comment  period  (75  FR 
71842),  we  developed  these  criteria 
based  on  our  clinicians’  understanding 
of  services  that  were  reported  by  the  CY 
2009  CPT  codes  that,  in  various 
combinations,  reflect  the  services 
provided  that  are  described  by  the  new 
CPT  codes  for  CY  20ll. 

After  determining  the  simulated  costs 
for  the  procedures,  we  assigned  each 
CPT  code  to  appropriate  APCs  based  on 
their  clinical  homogeneity  and  resource 
use.  Of  the  16  new  codes,  we  assigned 
9  CPT  codes  to  APC  0083  (Coronary  or 
Non-Coronary  Angioplasty  and 
Percutaneous  Valvuloplasty)  and  5  CPT 
codes  to  APC  0229  (Transcatheter 
Placement  of  Intravascular  Shunts),  and 
created  new  APC  0319  (Endovascular 
Revascularization  of  the  Lower 
Extremity)  for  2  CPT  codes.  Table  8  of 
the  CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  71845) 
displayed  their  final  CY  2011  APC 
assignments  and  CPT  costs.  We  noted 
that,  because  these  CPT  codes  were  new 
for  CY  2011,  they  were  identified  with 
comment  indicator  “NI”  in  Addendum 


B  to  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  to  identify  them 
as  a  new  interim  APC  assignment  for  CY 
2011  and  subject  to  public  comment. 

We  specifically  requested  public 
comment  on  our  methodology  for 
simulating  thexiosts  for  these  new  CY 
2011  GPT  codes  in  addition  to  public 
comments  on  the  payment  rates 
themselves  (75  FR  71845). 

As  stated  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74156),  for  CY  2012,  we  continued  to 
use  the  CY  2011  methodology  in 
determining  the  APC  assignments  for 
the  CPT  codes  that  describe 
endovascular  revascularization  of  the 
lower  extremity.  Because  previous 
endovascular  revascularization  CPT 
codes  were  in  existence  prior  to  CY 
2011  and  assigned  to  designated  APCs, 
we  continued  to  use  existing  hospital 
outpatient  claims  and  cost  report  data 
from  established  codes  to  simulate 
estimated  costs  for  the  endovascular 
revascularization  CPT  codes  in 
determining  the  appropriate  APC 
assignments  for  CY  2012,  as  we  did  for 
CY  2011.  In  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period,  we  also 
revised  the  title  of  APC  0083  from 
“Coronary  or  Non-Coronary  Angioplasty 
and  Percutaneous  Valvuloplasty”  to 
“Coronary  Angioplasty,  Valvuloplasty, 
and  Level  I  Endovascular 
Revascularization  of  the  Lower 
Extremity”:  the  title  of  APC  0229  from 
“Transcatheter  Placement  of 
Intravascular  Shunts  and  Stents”  to 
“Level  II  Endovascular 
Revascularization  of  the  Lower 
Extremity”;  and  the  title  of  APC  0319 
from  “Endovascular  Revascularization 
of  the  Lower  Extremity”  to  “Level  III 
Endovascular  Revascularization  of  the 
Lower  Extremity”. 

Because  the  endovascular 
revascularization  of  the  lower  extremity 
CPT  codes  were  new  for  CY  2011,  CY 
2013  is  the  first  year  of  claims  data  that 
are  available  for  ratesetting  for  these 
specific  CPT  codes.  For  CY  2013,  review 
of  the  procedures  with  significant 
claims  data  in  APCs  0083,  0229,  and 
0319  shows  no  2  times  rule  violation  in 
these  APCs.  We  believe  that  the 
endovascular  revascularization  CPT 
codes  in  APCs  0083,  0229,  and  0319 
continue  to  be  appropriately  placed 
based  on  clinical  homogeneity  and 
resource  costs.  Therefore,  for  CY  2013, 
we  are  proposing  to  continue  to  assign 
the  endovascular  revascularization  CPT 
codes  to  APCs  0083,  0229,  and  0319,  as 
listed  in  Table  4B  below. 
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Table  4B— Proposed  APCs  to  Which  Endovascular  Revascularization  of  the  Lower  Extremity  CPT  Codes 

Would  Be  Assigned  for  CY  2013 


CY  2012  CPT  i 
Code 

CY  2012  short  descriptor 

CY  2012  SI 

CY  2012  APC 

Proposed  CY 
2013  SI 

Proposed  CY 
2013  APC 

37220  . 

Iliac  revasc . 

T 

0083 

T 

0083 

37221  . 

Iliac  revasc  w/stent . . . . . 

T 

0229 

T 

0229 

37222  . 

Iliac  revasc  add-on  . 

T 

0083 

T 

0083 

37223  . 

Iliac  revasc  w/stent  add-on . '. . 

T 

0083 

T 

0083 

37224  . 

1  Fem/popI  revas  w/tia  . . 

T 

0083 

T 

•  0083 

37225  . 

Fem/popI  revas  w/ather . 

T 

0229 

T 

0229 

37226  . 

Fem/popI  revasc  w/stent  . 

T 

0229 

T 

0229 

37227  . 

Fem/popI  revasc  stnt  &  ather  . . . 

T 

0319 

T 

0319 

37228  . 

Tib/per  revasc  w/tIa  . 

T 

0083 

T 

0083 

37229  . 

Tib/per  revasc  w/ather . 

T 

0229 

T 

0229 

37230  . 

Tib/per  revasc  w/stent  . 

T 

0229 

T  ■ 

0229 

37231  . 

Tib/per  revasc  stent  &  ather . 

T 

0319 

T 

0319 

37232  . 

Tib/per  revasc  add-on  . 

T 

0083 

T 

0083 

37233  . 

Tib/per  revasc  w/ather  add-on  . 

T 

0229 

T 

0229 

37234 . 1 

Revsc  opn/prq  tib/pero  stent  . 

T 

0083 

T 

0083 

37235  . 

Tib/per  revasc  stnt  &  ather . 

T 

0083 

T 

0083 

(4)  Non-Congenital  Cardiac 
Catheterization  (APC  0080) 

For  CY  2011,  the  AMA’s  CPT 
Editorial  Panel  restructured  the  Cardiac 
Catheterization  section  of  the  CPT 
codebook  so  that  combinations  of 
services  that  were  previously  reported 
using  multiple  codes  are  now  reported 
with  one  CPT  code.  This  revision 
deleted  several  non-congenital  cardiac 
catheterization-related  CPT  codes  from 
the  93500  series  and  created  new  CPT 
codes  in  the  93400  series  and  in  the 
93500  series.  We  discussed  these  coding 
changes  in  detail  in  the  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period  (75 
FR  71846  through  71849),  along  with 
the  process  by  which  we  assigned  the 
new  CPT  codes  to  APCs  that  we  believe 
are  comparable  with  respect  to  clinical 
characteristics  and  resources  required  to 
furnish  the  cardiac  catheterization 
services  described  by  the  new  CPT 
codes.  As  discussed  in  that  final  rule 
with  comment  period,  we  were  able  to 
use  the  existing  CY  2009  hospital 
outpatient  claims  data  and  the  most 
recent  cost  report  data  to  create 
simulated  costs  for  the  new  separately 
payable  CPT  codes  for  CY  2011. 
Specifically,  to  estimate  the  hospital 
costs  associated  with  the  20  new  non- 
congenital  cardiac  catheterization- 
related  CPT  codes  based  on  their  CY 
2011  descriptors,  we  used  claims  and 
cost  report  data  from  CY  2009.  Because 
of  the  substantive  coding  changes 
associated  with  the  new  non-congenital 
cardiac  catheterization-related  CPT 
codes  for  CY  2011,  we  used  our  CY  2009 
single  and  “pseudo”  single  claims  data 
to  simulate  the  new  CY  2011  CPT  code 
definitions.  We  stated  that  many  of  the 
new  CPT  codes  were  previously 
reported  using  multiple  CY  2009  CPT 


codes,  and  we  provided  a  crosswalk  of 
the  new  CY  2011  cardiac  catheterization 
CPT  codes  mapped  to  the  CY  2009 
cardiac  catheterization  CPT  codes  in 
Table  11  of  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
71849).  Table  11  showed  the  criteria  we 
applied  to  select  a  claim  to  be  used  in 
the  calculation  of  the  cost  for  the  new 
codes  (shown  in  Column  A).  As  we 
stated  in  the  CY  2011  OPPS/ASC  final 
rule  with  comment  period  (75  FR  71847 
through  71848),  we  developed  these 
criteria  based  on  our  clinicians’ 
understanding  of  services  that  were 
reported  by  the  CY  2009  CPT  codes  that, 
in  various  combinations,  reflect  the 
services  provided  that  are  described  in 
the  new  CPT  codes.  We  used 
approximately  175,000  claims  for  the 
new  non-congenital  catheterization- 
rqlated  CPT  codes,  together  with  the 
single  and  “pseudo”  single  procedure 
claims  for  the  remaining  non-congenital 
catheterization-related  CPT  codes  in 
APC  0080  (Diagnostic  Cardiac 
Catheterization),  to  calculate  CPT  level 
costs  and  the  cost  for  APC  0080  of 
approximately  $2,698.  We  noted  that, 
because  the  CPT  codes  listed  in  Table 
11  were  new  for  CY  2011,  they  were 
identified  with  comment  indicator  “NI” 
in  Addendum  B  to  that  final  rule  with 
comment  period  to  identify  them  as 
subject  to  public  comment.  We 
specifically  requested  public  comment 
on  our  methodology  for  simulating  the 
costs  for  these  new  CY  2011  CPT  codes, 
in  addition  to  public  comments  on  the 
payment  rates  themselves  (75  FR 
71848). 

For  CY  2012,  we  continued  to  use  the 
CY  2011  methodology  in  determining 
the  APC  assignments  for  the  new 
cardiac  catheterization  CPT  codes.  That 
is,  we  continued  to  use  the  CY  2011 


methodology  in  determining  the  APC 
assignments  for  the  cardiac 
catheterization  CPT  codes  by  using  the 
existing  hospital  outpatient  claims  and 
the  cost  report  data  from  the 
predecessor  cardiac  catheterization  CPT 
codes  to  simulate  an  estimated  cost  for 
the  new  cardiac  catheterization  CPT 
codes  in  determining  the  appropriate 
APC  assignments.  Specifically,  we  used 
the  CY  2010  hospital  outpatient  claims 
data  and  the  most  recent  cost  report  data 
to  create  simulated  costs  for  the  new 
separately  payable  CPT  codes  for  CY 

2012  to  determine  the  payment  rates  for 
the  cardiac  catheterization  CPT  codes. 
For  CY  2012,  we  did  not  make  any 
changes  to  the  CY  2011  APC 
assignments  of  any  of  the  codes 
assigned  to  APC  0080  because  the 
claims  data  supported  continuation  of 
these  APC  assignments. 

Because  the  cardiac  catheterization 
CPT  codes  were  new  for  CY  2011,  CY 

2013  is  the  first  year  of  claims  data  that 
are  available  for  ratesetting  for  these 
specific  CPT  codes.  For  CY  2013,  our 
analysis  of  the  CY  2011  claims  data 
available  for  this  proposed  rule  shows 
no  violation  in  the  2  times  rule  for  the 
cardiac  catheterization  CPT  codes 
because  the  lowest  cost  of  a  CPT  code 
with  significant  claims  data  in  APC 
0080  is  approximately  $1,716  (for  CPT 
code  93451),  while  the  highest  cost  of  a 
CPT  code  with  significant  claims  data  is 
approximately  $3,308  (for  CPT  code 
93461).  We  believe  that  the  cardiac 
catheterization  CPT  codes  continue  to 
be  appropriately  placed  in  APC  0080 
based  on  clinical  homogeneity  and 
resource  costs.  Therefore,  for  CY  2013, 
we  are  proposing  to  continue  to  assign 
the  cardiac  catheterization  CPT  codes  to 
APC  0080  as  listed  below  in  Table  5. 
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Table  5 — Proposed  APCs  to  Which  Non-Congenital  Cardiac  Catheterization  CPT  Codes  Would  Be  Assigned 

FOR  CY  2013 


CY  2012 
HCPCS  code 

CY  2012  short  descriptor 

CY  2012  SI 

CY  2012  APC 

Proposed  CY 
2013  SI 

Proposed  CY 
2013  APC 

93451  . 

Right  heart  cath  . 

T 

0080 

T 

0080 

93452  . 

Left  hrt  cath  w/ventrcigrphy . 

T 

0080 

T 

0080 

93453  . 

R&l  hrt  cath  w/ventricigrphy  . 

T 

0080 

T 

0080 

93454  . 

Coronary  artery  angio  s&i  . 

T 

0080 

T 

0080 

93455  . 

Coronary  art/grft  angio  s&i  . 

T 

0080 

T 

0080 

93456  . 

R  hrt  coronary  artery  angio  . 

T 

0080 

T 

0080 

93457  . 

R  hrt  art/grft  angio  . 

T 

0080 

T 

no80 

93458  . 

L  hrt  artery/ventricle  angio . 

T 

0080 

T 

0080 

93459  . 

L  hrt  art/grft  angio . 

T 

0080 

T 

0080 

93460  . 

R&l  hrt  art/ventricle  angio . 

T 

0080 

T 

0080 

93461  . 

R&l  hrt  art/ventricle  angio . 

'T 

0080 

T 

0080 

93462  . 

L  hrt  cath  trnspti  puncture  . 

T 

0080 

T 

0080 

93463  . 

Drug  admin  &  hemodynamic  meas . 

N 

NA 

N 

NA 

93464  . 

Exercise  w/hemodynamic  meas . . . 

N 

NA 

N 

NA 

93565  . 

Inject  1  ventr/atrial  angio  . 

N 

NA 

N 

NA 

93566  . . 

Inject  r  ventr/atrial  angio . 

N 

NA 

N 

NA 

93567  . 

Inject  suprviv  aortography  . 

N 

NA 

N 

NA 

93568  . 

Inject  pulm  art  hrt  cath  . 

N 

NA 

N 

NA 

(5)  Computed  Tomography  of 
Abdomen/Pelvis  (APCs  0331  and  0334) 

For  CY  2011,  the  AMA’s  CPT 
Editorial  Panel  established  three  new 
codes  to  describe  computed  tomography 
of  the  abdomen  and  pelvis.  CPT  codes 
74176  (Computed  tomography, 
abdomen  and  pelvis;  without  contrast 
material),  74177  (Computed 
tomography,  abdomen  and  pelvis;  with 
contrast  material(s)),  and  74178 
(Computed  tomography,  abdomen  and 
pelvis;  without  contrast  material  in  one 
or  both  body  regions,  followed  by 
contrast  material(s)  and  further  sections 
in  one  or  both  body  regions)  were 
effective  January  1,  2011.  As  shown  in 
Table  6,  for  CY  2011,  these  services 
were  paid  in  one  of  two  methods  under 
the  hospital  OPPS.  They  were  either 


paid  separately  through  a  single  APC  or 
through  a  composite  APC.  We  assigned 
CPT  code  74176  to  APC  0332 
(Computed  Tomography  Without 
Contrast),  CPT  code  74177  to  APC  0283 
(Computed  Tomography  With  Contrast), 
and  CPT  code  74178  to  APC  0333 
(Computed  Tomography  Without 
Contrast  Followed  By  Contrast).  We  also 
assigned  CPT  code  74176  to  composite 
APC  8005  (CT  and  CTA  Without 
Contrast  Composite),  and  CPT  codes 
74177  and  74178  to  composite  8006  (CT 
and  CTA  With  Contrast  Composite).  We 
assigned  the  codes  to  status  indicator 
“Q3”  to  indicate  that  the  codes  were 
eligible  for  composite  payment  under 
the  multiple  imaging  composite  APC 
methodology  when  they  are  furnished 
with  other  computed  tomography. 


procedures  to  the  same  patient  on  the 
same  day. 

Consistent  with  our  longstanding 
policy  for  new  codes,  we  assigned  these 
codes  to  interim  APCs  for  CY  2011,  with 
comment  indicator  “NI”  in  Addendum 
B  of  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  denoting  that  the 
codes  were  new  with  an  interim  APC 
assignment  on  which  comments  would 
be  accepted.  In  accordance  with  our 
longstanding  policy  to  provide  codes  to 
enable  payment  to  be  made  for  new 
services  as  soon  as  the  code  is  effective, 
our  interim  APC  assignments  for  each 
code  were  based  on  our  understanding 
of  the  resources  required  to  furnish  the 
services  and  their  clinical 
characteristics  as  defined  in  the  code 
descriptors. 


Table  6— CY  2011  OPPS  APC  Assignments  for  the  Computed  Tomography  of  Abdomen  and  Pelvis  CPT 

Codes 


CY  201 1 

CPT  Code 

CY  201 1  short  descriptor 

CY  201 1  SI 

CY  2011  sin¬ 
gle  code  APC 

CY  201 1 
single  code 
APC  payment 
rate 

CY2011 

composite 

APC 

CY  2011 
composite 
APC  payment 
rate 

74176  . 

Ct  abd  &  pelvis  . 

Q3 

0332 

$193.85 

8005 

$420.85 

74177  . 

Ct  abd  &  pelv  w/contrast  . 

Q3 

0283 

299.81 

8006 

628.61 

74178  . 

Ct  abd  &  pelv  1/<  regns  . 

Q3 

0333 

334.24 

8006 

628.61 

As  we  described  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74259),  in  general, 
stakeholders  who  provided  comments 
on  the  interim  assignments  of  these 
codes  for  CY  2011  stated  that  the  most 
appropriate  approach  to  establishing 
payment  for  these  new  codes  was  to 
assign  these  procedures  to  APCs  that 
recognize  that  each  of  the  new  codes 


reflects  the  reporting  under  a  single 
code  of  two  services  that  were 
previously  reported  under  two  separate 
codes  and  that,  therefore,  payments 
would  be  more  accurate  and  better 
reflective  of  the  services  under  the 
OPPS  if  we  were  to  establish  payment 
rates  for  the  codes  for  CY  2012  using 
claims  data  that  reflect  the  combined 
cost  of  the  two  predecessor  codes.  In 


addition,  at  the  February  28-March  1, 
2011  Panel  meeting,  several  presenters 
reported  their  concern  and  disagreement 
with  our  single  APC  assignments  for 
these  new  codes.  The  presenters  stated 
that  the  payment  rates  for  the  single 
APC  assignments  reflected  only  half  of 
the  true  costs  of  these  services  based  on 
their  internal  calculated  costs.  Similar 
to  the  public  commenters,  the 
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presenters  indicated  that,  prior  to  CY 
2011,  these  services  were  reported  using 
a  combination  of  codes,  and  suggested 
that  CMS  revise  the  methodology  to 
include  these  combinations  of  codes  to 
determine  accurate  payment  rates  for 
these  services.  Specifically,  the 
presenters  indicated  that  simulating  the 
costs  for  CPT  codes  74176,  74177,  and 
74178  using  historical  claims  data  from 
the  predecessor  codes  would  result  in 
the  best  estimates  of  costs  for  these 
codes  and,  therefore,  the'most  accurate 
payment  rates. 

After  examination  of  our  claims  data 
for  the  predecessor  codes,  and  after 
considering  the  various  concerns  and 
recommendations  that  we  received  on 
this  issue  (specifically,  the  Yiews  of  the 
stakeholders  who  met  with  us  to  discuss 
this  issue,  the  comments  received  in 
response  to  the  CY  2011  OPPS/ASC 
final  rule  with  public  comment  period, 
and  input  from  the  Panel  at  its  February 
28-March  1,  2011  meeting),  we 
proposed  to  revise  our  payment 


methodology  for  CPT  codes  74176, 
74177,  and  74178  for  CY  2012  (76  FR 
42235).  That  is,  we  proposed  to  simulate 
the  costs  for  CPT  codes  74176,  74177, 
and  74178  using  historical  claims  data 
from  the  predecessor  codes  to  determine 
the  most  accurate  payment  rates  for 
these  codes.  This  new  proposed 
payment  methodology  necessitated 
establishing  two  new  APCs,  specifically, 
APC  0331  (Combined  Abdominal  and 
Pelvis  CT  Without  Contrast)  to  which 
CPT  code  74176  would  be  assigned,  and 
APC  0334  (Combined  Abdominal  and 
Pelvis  CT  With  Contrast)  to  which  CPT 
codes  74177  and  74178  would  be 
assigned.  In  addition,  we  proposed  to 
continue  to  assign  CPT  code  74176  to 
composite  APC  8005  and  CPT  codes 
74177  and  74178  to  composite  APC 
8006  for  CY  2012. 

Based  on  the  feedback  that  we 
received  firom  the  Panel  at  its  August 
10-11,  2011  meeting,  and  the  public 
comments  received  on  the  CY  2012 
OPPS/ASC  proposed  rule  in  support  of 


the  proposed  revised  payment 
methodology  for  CPT  codes  74176, 
74177,  and  74178,  we  finalized  our 
proposals  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period. 
Specifically,  we  reassigned  CPT  code 
74176  firom  APC  0332  to  APC  0331,  CPT 
code  74177  firom  APC  0283  to  APC 
0334,  and  CPT  code  74178  from  APC 
0333  to  APC  0334.  (We  refer  readers  to 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  for  a  detailed 
description  of  the  methodology  we  used 
to  simulate  the  costs  of  these  procedures 
using  claims  data  for  the  predecessor 
CPT  codes  (76  FR  74259  through 
74262).)  We  also  continued  with  our 
composite  APC  assignments  for  these 
codes.  Specifically,  we  continued  to 
assign  CPT  code  74176  to  composite 
APC  8005  and  CPT  codes  74177  and 
74178  to  composite  APC  8006.  Table  7 
below  shows  the  payment  rates  for  these 
codes  for  the  CY  2012  update. 


Table  7— CY  2012  OPPS  APC  Assignments  for  the  Computed  Tomography  of  Abdomen  and  Pelvis  CPT 

Codes 


CY2012 
CPT  Code 

i 

1  CY  2012  short  descriptor 

CY  2012 

SI 

CY  2012 
single  code 
APC 

.  -  CY  2012 
single  code 
APC  payment 
rate 

CY  2012 
composite 
APC 

CY  2012 
composite 
APC  payment 
rate 

74176  . ; . 

Q3 

$405.17 

$431.60 

74177  . 

Q3 

0334 

580.54 

721.12 

74178  . 

.  I  Ct  abd  &  pelv  1/<  regns  . . . 

Q3 

0334 

580.54 

721.12 

We  stated  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74262)  that  we  would  reassess  whether 
there  is  a  continued  need  for  these  APCs 
for  the  CY  2013  OPPS/ASC  update  once 
we  have  actual  charges  for  these 
services.  Because  CPT  codes  74176, 
74177,  and  74178  became  effective  on 
January  1,  2011,  we  have  hospital 
claims  data  available  for  these  codes 
that  we  can  use  for  ratesetting  for  the 
first  time.  Analysis  of  the  latest  CY  2011 
hospital  outpatient  claims  data  for  the 
CY  2013  OPPS/ASC  proposed 
rulemaking  update,  which  is  based  on 
claims  processed  with  dates  of  service 
from  January  1,  2011  through  December 
31,  2011,  reveals  a  decrease  in  costs  for 
the  three  procedures,  compared  to  the 
costs  simulated  using  predecessor  CPT 
codes  for  CY  2012.  CPT  code  74176 


shows  a  cost  of  approximately  $314 
based  on  312,493  single  claims  (out  of 
713,662  total  claims),  while  CPT  code 
74177  reveals  a  cost  of  approximately 
$476  based  on  367,002  single  claims 
(out  of  951,296  total  claims).  In 
addition,  CPT  code  74178  shows  a  cost 
of  approximately  $537  based  on  184,580 
single  claims  (out  of  267,401  total 
claims).  Because  we  used  hospital 
claims  data  specific  to  CPT  codes  74176, 
74177,  and  74178,  we  believe  these 
costs  accurately  reflect  the  resources 
associated  with  providing  computed 
tomography  of  the  abdomen  and  pelvis 
as  described  by  these  CPT  codes  in  the 
HOPD. 

Furthermore,  our  analysis  of  the  CY 
2011  claims  data  available  for  this 
proposed  rule  shows  no  2  times  rule 
violation  for  either  APC  0331  or  APC 


0334.  Therefore,  for  CY  2013,  we  are 
proposing  to  continue  to  assign  CPT 
code  74176  to  APC  0331  and  CPT  Codes 
74177  and  74178  to  APC  0334.  (Because 
we  have  claims  data  available  for  these 
three  CPT  codes,  we  will  no  longer 
simulate  their  costs  using  predecessor 
codes  as  we  did  in  CY  2012.)  In 
addition,  we  are  proposing  to  continue 
to  assign  these  codes  to  their  existing 
composite  APCs  for  CY  2013. 
Specifically,  we  are  proposing  to 
continue  to  assign  CPT  code  74176  to 
composite  APC  8005,  and  to  assign  CPT 
codes  74177  and  74178  to  composite 
APC  8006.  Table  8  below  lists  the 
computed  tomography  of  the  abdomen 
and  pelvis  CPT  codes  along  with  their 
proposed  status  indicators,  and  single 
and  composite  APC  assignments  for  CY 
2013. 
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Table  8— Proposed  APC  Assignments  for  the  Computed  Tomography  of  Abdomen  and  Pelvis  CPT  Codes  for 

CY  2013 


CY  2012  CPT 
Code 

CY  2012  short  descriptor 

Proposed 

CY  201 3  SI 

— 

Proposed 

CY  2013 
single  code 
APC 

Proposed 

CY  2013  com¬ 
posite  APC 

74176  . 

Ct  abd  &  pelvis . 

Q3 

0331 

8005 

74177  . i . . 

Ct  abd  &  pelv  w/contrast . 

Q3 

0334 

8006 

74178  . 

Ct  abd  &  pelv  1/>  regns . 

Q3 

0334 

8006 

(6)  Brachytherapy  Sources 

Section  1833(t)(2)(H)  of  the  Act,  as 
added  by  section  621(b)(2)(C)  of  Public 
Law  108-173  (MM A),  mandated  the 
creation  of  additional  groups  of  covered 
OPD  services  that  classify  devices  of 
brachytherapy  consisting  of  a  seed  or 
seeds  (or  radioactive  source) 
(“brachytherapy  sources”)  separately 
from  other  services  or  groups  of 
services.  The  additional  groups  must 
reflect  the  number,  isotope,  and 
radioactive  intensity  of  the 
brachytherapy  sources  furnished  and 
include  separate  groups  for  palladium- 
103  and  iodine-125  sources.  For  the 
history  of  OPPS  payment  for 
brachytherapy  sources,  we  refer  readers 
to  prior  OPPS  proposed  and  final  rules. 
As  we  have  stated  previously  (72  FR 
66780,  73  FR  41502,  74  FR  60533 
through  60534,  75  FR  71978,  and  76  FR 
74160),  we  believe  that  adopting  the 
general  OPPS  prospective  payment 
methodology  for  brachytherapy  sources 
is  appropriate  for  a  number  of  reasons. 
The  general  OPPS  payment 
methodology  uses  costs  based  on  claims 
data  to  set  the  relative  payment  weights 
for  hospital  outpatient  services.  This 
payment  methodology  results  in  more 
consistent,  predictable,  and  equitable 
payment  amounts  per  source  across 
hospitals  by  averaging  the  extremely 
high  and  low  values,  in  contrast  to 
payment  based  on  hospitals’  charges 
adjusted  to  cost.  We  believe  that  the 
OPPS  prospective  payment 
methodology,  as  opposed  to  payment 
based  on  hospitals’  charges  adjusted  to 
cost,  would  also  provide  hospitals  with 
incentives  for  efficiency  in  the  provision 
of  brachytherapy  services  to  Medicare 
beneficiaries.  Moreover,  this  approach  is 
consistent  with  our  payment 
methodology  for  the  vast  majority  of 
items  and  services  paid  under  the  OPPS. 

Therefore,  for  CY  2013,  we  are 
proposing  to  use  the  costs  from  CY  2011 
claims  data  for  setting  the  proposed  CY 
2013  payment  rates  for  brachytherapy 
sources,  as  we  are  proposing  for  most 
other  items  and  services  that  would  be 
paid  under  the  CY  2013  OPPS.  We 
based  the  proposed  rates  for 
brachytherapy  sources  using  geometric 


mean  unit  costs  for  each  source, 
consistent  with  the  methodology 
proposed  for  other  items  and  services, 
discussed  in  section  II.A.2.f.  of  this 
proposed  rule.  We  are  proposing  to 
continue  the  other  payment  policies  for 
brachytherapy  sources  we  finalized  and 
first  implemented  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60537).  We  are  proposing  to  pay  for 
the  stranded  and  non-stranded  NOS 
codes,  HCPCS  codes  C2698  and  C2699, 
at  a  rate  equal  to  the  lowest  stranded  or 
non-stranded  prospective  payment  rate 
for  such  sources,  respectively,  on  a  per 
source  basis  (as  opposed,  for  example, 
to  a  per  mCi),  which  is  based  on  the 
policy  we  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66785).  We  also  are 
proposing  to  continue  the  policy  we 
first  implemented  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period  (74 
FR  60537)  regarding  payment  for  new 
brachytherapy  sources  for  which  we 
have  no  claims  data,  based  on  the  same 
reasons  we  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66786;  which  was 
superseded  for  a  period  of  time  by 
section  142  of  Pub.  L.  110—275).  That 
policy  is  intended  to  enable  us  to  assign 
new  HCPCS  codes  for  new 
brachytherapy  sources  to  their  own 
APCs,  with  prospective  payment  rates 
set  based  on  our  consideration  of 
external  data  and  other  relevant 
information  regarding  the  expected 
costs  of  the  sources  to  hospitals. 

Consistent  with  our  policy  regarding 
APC  payments  made  on  a  prospective 
basis,  as  we  did  for  CY  2011  and  CY 
2012,  we  are  proposing  to  subject 
brachytherapy  sources  to  outlier 
payments  under  section  1833(t)(5)  of  the 
Act,  and  also  to  subject  brachytherapy 
source  payment  weights  to  scaling  for 
purposes  of  budget  neutrality.  Hospitals 
can  receive  outlier  payments  for 
brachytherapy  sources  if  the  costs  of 
furnishing  brachytherapy  sources  meet 
the  criteria  for  outlier  payment  specified 
at  42  CFR  419.43(d).  In  addition, 
implementation  of  prospective  payment 
for  brachytherapy  sources  provides 
opportunities  for  eligible  hospitals  to 


receive  additional  payments  in  CY  2013 
under  certain  circumstances  through  the 
7.1  percent  rural  adjustment,  as 
described  in  section  lI.E.  of  this 
proposed  rule. 

We  refer  readers  to  Addendum  B  to 
this  proposed  rule  (which  is  available 
via  the  Internet  on  the  CMS  Web  site) 
for  the  proposed  CY  2013  payment  rates 
for  brachytherapy  sources,  identified 
with  status  indicator  “U”.  We  are 
inviting  public  comment  on  this 
proposed  policy  and  also  requesting 
recommendations  for  new  HCPCS  codes 
to  describe  new  brachytherapy  sources 
consisting  of  a  radioactive  isotope, 
including  a  detailed  rationale  to  support 
recommended  new  sources.  Such 
recommendations  should  be  directed  to 
the  Division  of  Outpatient  Care,  Mail 
Stop  C4-05-17,  Centers  for  Medicare 
and  Medicaid  Services,  7500  Security 
Boulevard,  Baltimore,  MD  21244.  We 
will  continue  to  add  new  brachytherapy 
source  codes  and  descriptors  to  our 
systems  for  payment  on  a  quarterly 
basis. 

e.  Proposed  Calculation  of  Composite 
APC  Criteria-Based  Costs 

As  discussed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66613),  we  believe  it  is  important 
that  the  OPPS  enhance  incentives  for 
hospitals  to  provide  only  necessary, 
high  quality  care  and  to  provide  that 
care  as  efficiently  as  possible.  For  CY 
2008,  we  developed  composite  APCs  to 
provide  a  single  payment  for  groups  of 
services  that  are  typically  performed 
together  during  a  single  clinical 
encounter  and  that  result  in  the 
provision  of  a  complete  service. 
Combining  payment  for  multiple, 
independent  services  into  a  single  OPPS 
payment  in  this  way  enables  hospitals 
to  manage  their  resources  with 
maximum  flexibility  by  monitoring  and 
adjusting  the  volume  and  efficiency  of 
services  themselves.  An  additional 
advantage  to  the  composite  APC  model 
is  that  we  can  use  data  from  correctly 
coded  multiple  procedure  claims  to 
calculate  payment  rates  for  the  specified 
combinations  of  services,  rather  than 
relying  upon  single  procedure  claims 
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which  may  be  low  in  volume  and/or 
incorrectly  coded.  Under  the  OPPS,  we 
currently  have  composite  policies  for 
extended  assessment  and  management 
services,  low  dose  rate  (LDR)  prostate 
brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation  services,  mental  health 
services,  multiple  imaging  services,  and 
cardiac  resynchronization  therapy 
services.  We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  for  a  full  discussion  of 
the  development  of  the  composite  APC 
methodology  (72  FR  66611  through 
66614  and  66650  through  66652)  and 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74163)  for  more 
recent  background. 

For  CY  2013,  we  are  proposing  to 
continue  our  composite  policies  for 
extended  assessment  and  management 
services,  LDR  prostate  brachytherapy, 
cardiac  electrophysiologic  evaluation 
and  ablation  services,  mental  health 
services,  multiple  imaging  services,  and 
cardiac  resynchronization  therapy  , 
services,  as  discussed  in  sections 
II.A.2.e.(l),  II.A.2.e.(2),  II.A.2.e.(3), 
II.A.2.e.(4),  II.A.2.e.(5),  and  II.A.2.e.{6), 
respectively,  of  this  proposed  rule. 

(1)  Extended  Assessment  and 
Management  Composite  APCs  (APCs 
8002  and  8003) 

We  are  proposing  to  continue  to 
include  composite  APC  8002  (Level  I 
Extended  Assessment  and  Management 
Composite)  and  composite  APC  8003 
(Level  II  Extended  Assessment  and 
Management  Composite)  in  the  OPPS 
for  CY  2013.  Beginning  in  CY  2008,  we 
created  these  two  composite  APCs  to 
provide  payment  to  hospitals  in  certain 
circumstances  when  extended 
assessment  and  management  of  a  patient 
occur  (an  extended  visit).  In  most 
circumstances,  observation  services  are 
supportive  and  ancillary  to  the  other 
services  provided  to  a  patient.  In  the 
circumstances  when  observ'ation  care  is 
provided  in  conjunction  with  a  high 
level  visit  or  direct  referral  and  is  an 
integral  part  of  a  patient’s  extended 
encounter  of  care,  payment  is  made  for 
the  entire  care  encounter  through  one  of 
the  two  composite  APCs  as  appropriate. 
We  refer  readers  to  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74163  through  74165)  for  a  full 
discussion  of  this  longstanding  policy. 

For  CY  2013,  we  are  proposing  to 
continue  the  extended  assessment  and 
management  composite  APC  payment 
methodology'  and  criteria  for  APCs  8002 
and  8003  that  we  finalized  for  CYs  2009 
through  2012.  We  continue  to  believe 
that  the  composite  APCs  8002  and  8003 
and  related  policies  provide  the  most 


appropriate  means  of  paying  for  these 
services.  We  also  are  proposing  to 
calculate  the  costs  for  APCs  8002  and 
8003  using  the  same  methodology  that 
we  used  to  calculate  the  costs  for 
composite  APCs  8002  and  8003  for  the 
CY  2008  OPPS  (72  FR  66649).  That  is, 
we  are  proposing  to  use  all  single  and 
“pseudo”  single  procedure  claims  from 
CY  2011  that  met  the  criteria  for 
payment  of  each  composite  APC  and 
apply  the  standard  packaging  and 
trimming  rules  to  the  claims  before 
calculating  the  proposed  CY  2013  costs. 
The  proposed  CY  2013  cost  resulting 
from  this  methodology  for  composite 
APC  8002  is  approximately  $446,  which 
was  calculated  from  17,072  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  The  proposed  CY  2013 
cost  for  composite  APC  8003  is 
approximately  $813,  which  was 
calculated  from  255,231  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria. 

At  its  February  2012  meeting,  the 
Advisory  Panel  on  Hospital  Outpatient 
Payment  (the  Panel)  recommended  that 
CMS  continue  to  report  clinic/ 
emergency  department  visit  and 
observation  claims  data  and,  if  CMS 
identifies  changes  in  patterns  of 
utilization  or  cost,  that  CMS  bring  those 
issues  to  the  Visits  and  Observation 
Subcommittee.  Additionally,  the  Panel 
recommended  that  CMS  examine  data 
for  discharge  status,  point  of  entry,  age, 
primary  and  secondary  diagnoses,  and 
type  of  hospital  (teaching,  nonteaching, 
rural,  urban)  for  patients  receiving 
greater  than  48  hours  of  observation 
services,  if  available,  and  report  the 
findings  to  the  Visits  and  Observation 
Subcommittee.  The  Panel  recommended 
that  the  Visits  and  Observation 
Subcommittee  review  claims  data  for 
HCPCS  code  G0379  (Direct  referral  of 
patient  for  hospital  observation  care), 
and  consider  the  appropriate  APC  group 
for  the  code.  The  Panel  also 
recommended  that  the  results  of  CMS’ 
study  on  unconditionally  packaged 
HCPCS  code  G0378  (Hdspital 
observation  service,  per  hour)  be 
presented  to  the  Visits  and  Observation 
Subcommittee.  The  Panel  recommended 
that  the  work  of  the  Visits  and 
Observation  Subcommittee  continue. 

We  are  accepting  these 
recommendations  and  will  provide  the 
requested  data  to  the  Panel  at  a  future 
meeting. 

(2)  Low  Dose  Rate  (LDR)  Prostate 
Brachytherapy  Composite  APC  (APC 
8001) 

LDR  prostate  brachytherapy  is  a 
treatment  for  prostate  cancer  in  which 
hollow  needles  or  catheters  are  inserted 


into  the  prostate,  followed  by 
permanent  implantation  of  radioactive 
sources  into  the  prostate  through  the 
needles/catheters.  At  least  two  CPT 
codes  are  used  to  report  the  composite 
treatment  service  because  there  are 
separate  codes  that  describe  placement 
of  the  needles/catheters  and  the 
application  of  the  brachytherapy 
sources:  CPT  code  55875  (Transperineal 
placement  of  needles  or  catheters  into 
prostate  for  interstitial  radioelement 
application,  with  or  without  cystoscopy) 
and  CPT  code  77778  (Interstitial 
radiation  source  application:  complex), 
which  are  generally  present  together  on 
claims  for  the  same  date  of  service  in 
the  same  operative  session.  In  order  to 
base  payment  on  claims  for  the  most 
common  clinical  scenario,  and  to 
further  our  goal  of  providing  payment 
under  the  OPPS  for  a  larger  bundle  of 
component  services  provided  in  a  single 
hospital  encounter,  beginning  in  CY 
2008,  we  began  providing  a  single 
payment  for  LDR  prostate  brachytherapy 
when  the  composite  service,  reported  as 
CPT  codes  55875  and  77778,  is 
furnished  in  a  single  hospital  encounter. 
We  based  the  payment  for  comnn.site 
APC  8001  (LDR  Prostate  Brachytherapy 
Composite)  on  the  cost  derived  from 
claims  for  the  same  date  of  service  that 
contain  both  CPT  codes  55875  and 
77778  and  that  do  not  contain  other 
separately  paid  codes  that  are  not  on  the 
bypass  list.  We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66652  through 
66655)  for  a  full  history  of  OPPS 
payment  for  LDR  prostate  brachytherapy 
and  a  detailed  description  of  how  we 
developed  the  LDR  prostate 
brachytherapy  composite  APC. 

For  CY  2013,  we  are  proposing  to 
continue  to  pay  for  LDR  prostate 
brachytherapy  services  using  the 
composite  APC  methodology  proposed 
and  implemented  for  CY  2008  through 
CY  2012.  That  is,  we  are  proposing  to 
use  CY  2011  claims  on  which  both  CPT 
codes  55875  and  77778  were  billed  on 
the  same  date  of  service  with  no  other 
separately  paid  procedure  codes  (other 
than  those  on  the  bypass  list)  to 
calculate  the  payment  rate  for  composite 
APC  8001.  Consistent  with  our  CY  2008 
through  CY  2012  practice,  we  are 
proposing  not  to  use  the  claims  that 
meet  these  criteria  in  the  calculation  of 
the  costs  for  APCs  0163  (Level  IV 
Cystourethroscopy  and  Other 
Genitourinary  Procedures)  and  0651 
(Complex  Interstitial  Radiation  Source 
Application),  the  APCs  to  which  CPT 
codes  55875  and  77778  are  assigned, 
respectively.  We  are  proposing  that  the 
costs  for  APCs  0163  and  0651  continue 
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to  be  calculated  using  single  and 
“pseudo”  single  procedure  claims.  We 
believe  that  this  composite  APC 
contributes  to  our  goal  of  creating 
hospital  incentives  for  efficiency  and 
cost  containment,  while  providing 
hospitals  with  the  most  flexibility  to 
manage  their  resources.  We  also 
continue  to  believe  that  data  from 
claims  reporting  both  services  required 
for  LDR  prostate  brachytherapy  provide 
the  most  accurate  cost  upon  which  to 
base  the  composite  APC  payment  rate. 

Using  a  partial  year  of  CY  2011  claims 
data  available  for  this  CY  2013  proposed 
rule,  we  were  able  to  use  650  claims  that 
contained  both  CPT  codes  55875  and 
77778  to  calculate  the  cost  upon  which 
the  proposed  CY  2013  payment  for 
composite  APC  8001  is  based.  The 
proposed  cost  for  composite  APC  8001 
for  CY  2013  is  approximately  $3,362. 

(3)  Cardiac  Electrophysiologic 
Evaluation  and  Ablation  Composite 
APC  (APC  8000) 

Effective  January  1,  2008,  we 
established  APC  8000  (Cardiac 
Electrophysiologic  Evaluation  and 
Ablation  Composite)  to  pay  for  a 
composite  service  made  up  of  at  least 
one  specified  electrophysiologic 
evaluation  service  and  one  specified 
electrophysiologic  ablation  service. 
Correctly  coded  claims  for  these 
services  often  include  multiple  codes 
for  component  services  that  are  reported 
with  different  CPT  codes  and  that,  prior 
to  CY  2008,  were  always  paid  separately 
through  different  APCs  (specifically, 


APC  0085  (Level  II  Electrophysiologic 
Evaluation),  APC  0086  (Ablate  Heart 
Dysrhythm  Focus),  and  APC  0087 
(Cardiac  Electrophysiologic  Recording/ 
Mapping)).  Calculating  a  composite  APC 
for  these  services  allowed  us  to  utilize 
many  more  claims  than  were  available 
to  establish  the  individual  APC  costs  for 
these  services,  and  advanced  our  stated 
goal  of  promoting  hospital  efficiency 
through  larger  payment  bundles.  In 
order  to  calculate  the  cost  upon  which 
the  payment  rate  for  composite  APC 
8000  is  based,  we  used  multiple 
procedure  claims  that  contained  at  least 
one  CPT  code  from  Group  A  for 
evaluation  services  and  at  least  one  CPT 
code  from  Group  B  for  ablation  services 
reported  on  the  same  date  of  service  on 
an  individual  claim.  Table  9  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66656) 
identified  the  CPT  codes  that  are 
assigned  to  Groups  A  and  B.  For  a  full 
discussion  of  how  we  identified  the 
Group  A  and  Group  B  procedures  and 
established  the  payment  rate  for  the 
cardiac  electrophysiologic  evaluation 
and  ablation  composite  APG,  we  refer 
readers  to  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66655 
through  66659).  Where  a  service  in 
Group  A  is  furnished  on  a  date  of 
service  that  is  different  from  the  date  of 
service  for  a  code  in  Group  B  for  the 
same  beneficiary,  payments  are  made 
under  the  appropriate  single  procedure 
APCs  and  the  composite  APC  does  not 
apply. 


For  CY  2013,  we  are  proposing  to 
continue  to  pay  fpr  cardiac- 
electrophysiologic  evaluation  and 
ablation  services  using  the  composite 
APC  methodology  proposed  and 
implemented  for  CY  2008  through  CY 

2012.  We  continue  to  believe  that  the. 
cost  for  these  services  calculated  from  a 
high  volume  of  correctly  coded  multiple 
procedure  claims  would  result  in  an 
accurate  and  appropriate  proposed 
payment  for  cardiac  electrophysiologic 
evaluation  and  ablation  services  when 
at  least  one  evaluation  service  is 
furnished  during  the  same  clinical 
encounter  as  at  least  one  ablation 
service.  Consistent  with  our  CY  2008 
through  CY  2012  practice,  we  are 
proposing  not  to  use  the  claims  that 
meet  the  composite  payment  criteria  in 
the  calculation  of  the  costs  for  APCs 
0085  and  0086,  to  which  the  CPT  codes 
in  both  Groups  A  and  B  for  composite 
APC  8000  are  otherwise  assigned.  The 
costs  for  APCs  0085  and  0086  would 
continue  to  be  calculated  using  single 
procedure  claims. 

For  CY  2013,  using  a  partial  year  of 
CY  2011  claims  data  available  for  this 
proposed  rule,  we  were  able  to  use 
11,358  claims  containing  a  combination 
of  Group  A  and  Group  B  codes  to 
calculate  a  proposed  cost  of 
approximately  $11,458  for  composite 
APC  8000. 

Table  9  below  lists  the  proposed 
groups  of  procedures  upon  which  we 
would  base  composite  APC  8000  for  CY 

2013. 


Table  9— Proposed  Groups  of  Cardiac  Electrophysiologic  Evaluation  and  Ablation  Procedures  Upon 

Which  Composite  APC  8000  Is  Based 


Codes  used  in  combinations;  At  least  one  in  Group  A  and  one  in  Group  B  j 

CY2012  I 

CPT  Code  j 

Proposed 
single  code 

CY  2013  APC 

Proposed 
CY  2013  SI 
(composite) 

Group  A 

Comprehensive  electrophysiologic  evaluation  with  right  atrial  pacing  and  recording,  right  ven¬ 
tricular  pacing  and  recording,  His  bundle  recording,  including  insertion  and  repositioning  of 
multiple  electrode  catheters,  without  induction  or  attempted  induction  of  arrhythmia. 

93619 

i 

0085 

Q3 

Comprehensive  electrophysiologic  evaluation  including  insertion  and  repositioning  of  multiple 
electrode  catheters  with  induction  or  attempted  induction  of  arrhythmia;  with  right  atrial  pac¬ 
ing  and  recording,  right  ventricular  pacing  and  recording.  His  bundle  recording. 

93620 

j 

0085 

i 

i 

i _ 

Q3 

Group  B 


Intracardiac  catheter  ablation  of  atrioventricular  node  function,  atrioventricular  conduction  for 

'  93650  1 

0085 

Q3 

creation  of  complete  heart  block,  with  or  without  temporary  pacemaker  placement. 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  supraventricular  tachy- 

93651  -j 

0086 

Q3 

cardia  by  ablation  of  fast  or  slow  atrioventricular  pathways,  accessory  atrioventricular  con¬ 
nections  or  other  atrial  foci,  singly  or  in  combination. 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  ventricular  tachycardia 

93652 

0086 

i 

Q3 
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(4)  Mental  Health  Services  Composite 
APC  (APC  0034) 

For  CY  2013,  we  are  proposing  to 
continue  our  longstanding  policy  of 
limiting  the  aggregate  payment  for 
specified  less  resource-intensive  mental 
health  services  furnished  on  the  same 
date  to  the  payment  for  a  day  of  partial 
hospitalization,  which  we  consider  to  be 
the  most  resource-intensive  of  all 
outpatient  mental  health  treatments  for 
CY  2013.  VVe  refer  readers  to  the  April 
7,  2000  OPPS  final  rule  with  comment 
period  (65  FR  18452  to  18455)  for  the 
initial  discussion  of  this  longstanding 
policy  and  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR 
74168)  for  more  recent  background. 

Specifically,  we  are  proposing  that 
when  the  aggregate  payment  for 
specified  mental  health  services 
provided  by  one  hospital  to  a  single 
beneficiary  on  one  date  of  service  based 
on  the  payment  rates  associated  with 
the  APCs  for  the  individual  services 
exceeds  the  maximum  per  diem  partial 
hospitalization  payment,  those  specified 
mental  health  services  would  be 
assigned  to  APC  0034  (Mental  Health 
Services  Composite).  We  cire  proposing 
to  continue  to  set  the  payment  rate  for 
APC  0034  at  the  same  rate  as  we  are 
proposing  to  pay  for  APC  0176  (Level  II 
Partial  Hospitalization  (4  or  more 
services)  for  Hospital-Based  PHPs), 
which  is  the  maximum  partial 
hospitalization  per  diem  payment,  and 
that  the  hospital  would  continue  to  be 
paid  one  unit  of  APC  0034.  Under  this 
proposal,  the  I/OCE  would  continue  to 
determine  whether  to  pay  for  these 
specified  mental  health  services 
individually  or  make  a  single  payment 
at  the  same  rate  as  the  APC  0176  per 
diem  rate  for  partial  hospitalization  for 
all  of  the  specified  mental  health 
services  furnished  by  the  hospital  on 
that  single  date  of  service.  We  continue 
to  believe  that  the  costs  associated  with 
administering  a  partial  hospitalization 
program  represent  the  most  resource¬ 
intensive  of  all  outpatient  mental  health 
treatments.  Therefore,  we  do  not  believe 
that  we  should  pay  more  for  services 
under  the  OPPS  than  the  partial 
hospitalization  per  diem  rate. 

(5)  Multiple  Imaging  Composite  APCs 
(APCs  8004,  8005,  8006,  8007,  and 
8008) 

Effective  January  1,  2009,  we  provide 
a  single  payment  each  time  a  hospital 


bills  more  than  one  imaging  procedure 
within  an  imaging  family  on  the  same 
date  of  service,  in  order  to  reflect  and 
promote  the  efficiencies  hospitals  can 
achieve  when  performing  multiple 
imaging  procedures  during  a  single 
session  (73  FR  41448  through  41450). 

We  utilize  three  imaging  families  based 
on  imaging  modality  for  purposes  of  this 
methodology:  (1)  Ultrasound;  (2) 
computed  tomography  (CT)  and 
computed  tomographic  angiography 
(CTA);  and  (3)  magnetic  resonance 
imaging  (MRI)  and  magnetic  resonance 
angiography  (MRA).  The  HCPCS  codes 
subject  to  the  multiple  imaging 
composite  policy  and  their  respective 
families  are  listed  in  Table  8  of  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74171  through 
74175). 

While  there  are  three  imaging 
families,  there  are  five  multiple  imaging 
composite  APCs  due  to  the  statutory 
requirement  at  section  1833(t)(2)(G)  of 
the  Act  that  we  differentiate  payment 
for  OPPS  imaging  services  provided 
with  and  without  contrast.  While  the 
ultrasound  procedures  included  in  the 
policy  do  not  involve  contrast,  both  CT/ 
CTA  and  MRI/MRA  scans  can  be 
provided  either  with  or  without 
contrast.  The  five  multiple  imaging 
composite  APCs  established  in  CY  2009 
are: 

•  APC  8004  (Ultrasound  Composite); 

•  APC  8005  (CT  and  CTA  without 
Contrast  Composite); 

•  APC  8006  (CT  and  CTA  with 
Contrast  Composite); 

•  APC  8007  (MRI  and  MRA  without 
Contrast  Composite);  and 

•  APC  8008  (MRI  and  MRA  with 
Contrast  Composite).' 

We  define  the  single  imaging  session 
for  the  “with  contrast”  composite  APCs 
as  having  at  least  one  or  more  imaging 
procedures  from  the  same  family 
performed  with  contrast  on  the  same 
date  of  service.  For  example,  if  the 
hospital  performs  an  MRI  without 
contrast  during  the  same  session  as  at 
least  one  other  MRI  with  contrast,  the 
hospital  will  receive  payment  for  APC 
8008,  the  “with  contrast”  composite 
APC. 

We  make  a  single  payment  for  those 
imaging  procedures  that  qualify  for 
composite  APC  payment,  as  well  as  any 
packaged  services  furnished  on  the 
same  date  of  service.  The  standard 
(noncomposite)  APC  assignments 


continue  to  apply  for  single  imaging 
procedures  and  multiple  imaging 
procedures  performed  across  families. 
For  a  full  discussion  of  the  development 
of  the  multiple  imaging  composite  APC 
methodology,  we  refer  readers  to  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68559  through 
68569). 

For  CY  2013,  we  are  proposing  to 
continue  to  pay  for  all  multiple  imaging 
procedures  within  an  imaging  family 
performed  on  the  same  date  of  service 
using  the  multiple  imaging  composite 
payment  methodology.  We  continue  to 
believe  that  this  policy  would  continue 
to  reflect  and  promote  the  efficiencies 
hospitals  can  achieve  when  performing 
multiple  imaging  procedures  during  a 
single  session.  The  proposed  CY  2013 
payment  rates  for  the  five  multiple 
imaging  composite.APCs  (APC  8004, 
APC  8005,  APC  8006,  APC  8007,  and 
APC  8008)  are  based  on  costs  calculated 
from  a  partial  year  of  CY  2011  claims 
available  for  this  CY  2013  OPPS/ASC 
proposed  rule  that  qualified  for 
composite  payment  under  the  current 
policy  (that  is,  those  claims  with  more 
than  one  procedure  within  the  same 
family  on  a  single  date  of  service).  To 
calculate  the  proposed  costs,  we  used 
the  same  methodology  that  we  used  to 
calculate  the  final  CY  2012  costs  for 
these  composite  APCs,  as  described  in 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74169).  The 
imaging  HCPCS  codes  that  we  removed 
from  the  bypass  list  for  purposes  of 
calculating  the  proposed  multiple 
imaging  composite  APC  costs,  pursuant 
to  our  established  methodology  (76  FR 
74169),  appear  in  Table  11  of  this 
proposed  rule. 

.  We  were  able  to  identify 
approximately  1.0  million  “single 
session”  claims  out  of  an  estimated  1.5 
million  potential  composite  cases  from 
our  ratesetting  claims  data,  more  than 
half  of  all  eligible  claims,  to  calculate 
the  proposed  CY  2013  costs  for  the 
multiple  imaging  composite  APCs. 

Table  10  below  lists  the  proposed 
HCPCS  codes  that  would  be  subject  to 
the  multiple  imaging  composite  policy 
and  their  respective  families  and 
approximate  proposed  composite  APC 
costs  for  CY  2013.  Table  11  below  lists 
the  OPPS  imaging  family  services  that 
overlap  with  HCPCS  codes  on  the 
proposed  CY  2013  bypass  list. 


Federal  Register / Vdl.  77,  No.  146/Mbnday,  July  30,  2012 /Proposed  Rules  45091 

Table  10— Proposed  OPPS  imaging  Families  and  Multiple  Imaging  Procedure  Composite  APCs 

Family  1 — Ultrasound 


Proposed  CY  2013  APC  8004  (Ultrasound  Composite)  Proposed  CY  2013  Approximate 

APC  Cost  =  $201 

76604  .  Us  exam,  chest. 

76700  . . .  Us  exam,  abdom,  complete. 

76705  . : . Echo  exam  of  abdomen. 

76770  . . . . .  Us  exam  abdo  back  wall,  comp. 

76775  .  Us  exam  abdo  back  wall,  lim. 

76776  . . . : .  Us  exam  k  transpi  w/Doppler. 

76831  .  Echo  exam,  uterus. 

76856  . .  Us  exam,  pelvic,  complete. 

76870  .  Us  exam,  scrotum. 

76857  . . .  Us  exam,  pelvic,  limited. 

Family  2 — CT  and  CTA  with  and  without  Contrast 

■*  Proposed  CY  2013  APC  8005  (CT  and  CTA  without  Contrast  Composite)*  Proposed  CY  2013  Approximate 

APC  Cost  =  $412 

70450  . . .  Ct  head/brain  w/o  dye. 

70480  .  Ct  orbit/ear/fossa  w/o  dye. 

70486  .  Ct  maxillofacial  w/o  dye. 

70490  .  Ct  soft  tissue  neck  w/o  dye. 

71250  .  Ct  thorax  w/o  dye. 

72125  . . .  Ct  neck  spine  w/o  dye. 

72128  .  Ct  chest  spine  w/o  dye. 

72131  . . .  Ct  lumbar  spine  w/o  dye. 

72192  . . .  Ct  pelvis  w/o  dye. 

73200  .  Ct  upper  extremity  w/o  dye. 

73700  .  Ct  lower  extremity  w/o  dye. 

74150  . . .  Ct  abdomen  w/o  dye. 

74261  . .  Ct  colonography,  w/o  dye. 

74176  .  Ct  angio  abd  &  pelvis. 

Proposed  CY  2013  APC  8006  (CT  and  CTA  with  Contrast  Composite)  Proposed  CY  2013  Approximate 

APC  Cost  =  $700 

70487  .  Ct  maxillofacial  w/dye. 

70460  .  Ct  head/brain  w/dye. 

70470  .  Ct  head/brain  w/o  &  w/dye. 

70481  . . .  Ct  orbit/ear/fossa  w/dye. 

70482  .  Ct  orbit/ear/fossa  w/o&w/dye. 

70488  . . .  Ct  maxillofacial  w/o  &  w/dye. 

70491  . . .  Ct  soft  tissue  neck  w/dye. 

70492  .  Ct  sft  tsue  nek  w/o  &  w/dye. 

70496  . . .  Ct  angiography,  head. 

70498  . . .  Ct  angiography,  neck. 

71260  . . .  Ct  thorax  w/dye. 

71270  . . . .  Ct  thorax  w/o  &  w/dye. 

71275  . ; .  Ct  angiography,  chest. 

72126  . . . . .  Ct  neck  spine  w/dye. 

72127  . .'. . . . .*. .  Ct  neck  spine  w/o  &  w/dye. 

72129  .  Ct  chest  spine  w/dye. 

72130  .  Ct  chest  spine  w/o  &  w/dye. 

72132  . . . . . ' .  Ct  lumbar  spine  w/dye. 

72133  .  Ct  lumbar  spine  w/o  &  w/dye. 

72191  .  Ct  angiograph  pelv  w/o&w/dye. 

72193  .  Ct  pelvis  w/dye. 

72194  .  Ct  pelvis  w/o  &  w/dye. 

73201  .  Ct  upper  extremity  w/dye. 

73202  .  Ct  uppr  extremity  w/o&w/dye. 

73206  .  Ct  angk)  upr  extrm  w/o&w/dye. 

73701  .  Ct  lower  extremity  w/dye. 

73702  . . .  Ct  Iwr  extremity  w/o&w/dye. 

73706  .  Ct  angio  Iwr  extr  w/o&w/dye. 

74160  . 1 .  Ct  abdomen  w/dye. 

74170  .  Ct  abdomen  w/o  &  w/dye. 

74175  .  Ct  angio  abdom  w/o  &  w/dye. 

74262  .  Ct  colonography,  w/dye. 

75635  .  Ct  angio  abdominal  arteries. 

74177  . .  Ct  angio  abd&pelv  w/contrast. 

74178  . . .  Ct  angio  abd  &  pelv  1+  regns. 
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Table  10 — Proposed  OPPS  imaging  Families  and  Multiple  Imaging  Procedure  Composite  APCs — Continued 


*  If  a  “without  contrast”  CT  or  CTA  procedure  is  performed  during  the  same  session  as  a  “with  contrast”  CT  or  CTA  procedure,  the  l/OCE  will 
assign  APC  8006  rather  than  APC  8005. 


Family  3 — MRI  and  MRA  with  and  without  Contrast 


70336  . 

70540  . 

70544  . 

70547  . 

70551  . 

70554  . 

71550  . 

72141  . 

72146  , 

72148  , 

72195-, 

73218 

73221 

73718 

73721 

74181 

75557 

75559 

C8901 

C8904 

C8907 

C8910 

C8913 

C8919 

C8932 

C8935 


Proposed  CY  201 3  APC  8007  (MRI  and  MRA  without  Contrast  Composite)* 


Proposed  CY  2013  Approximate 
APC  Cost  =  $725 


Proposed  CY  2013  APC  8008  (MRI  and  MRA 'with  Contrast  Composite) 


Magnetic  image,  jaw  joint. 

Mri  orbit/face/neck  w/o  dye. 

Mr  angiography  head  w/o  dye. 
Mr  angiography  neck  w/o  dye. 
Mri  brain  w/o  dye. 

Fmri  brain  by  tech. 

Mri  chest  w/o  dye. 

Mri  neck  spine  w/o  dye. 

Mri  chest  spine  w/o  dye. 

Mri  lumbar  spine  w/o  dye. 

Mri  pelvis  w/o  dye. 

Mri  upper  extremity  w/o  dye. 
Mri  joint  upr  extrem  w/o  dye. 
Mri  lower  extremity  w/o  dye. 
Mri  jnt  of  Iwr  extre  w/o  dye. 

Mri  abdomen  w/o  dye. 

Cardiac  mri  for  morph. 
Cardiac  mri  w/stress  img. 
MRA  w/o  cont,  abd. 

MRI  w/o  cont,  breast,  uni. 

MRI  w/o  cont,  breast,  bi. 

MRA  w/o  cont,  chest. 

MRA  w/o  cont,  Iwr  ext. 

MRA  w/o  cont,  pelvis. 

MRA,  w/o  dye,  spinal  canal. 
MRA,  w/o  dye,  upper  extr. 


Proposed  CY  2013  Approximate 
APC  Cost  =  $1,066 


70549  . 

70542  . 

70543  . 

70545  . 

70546  . 
70548  . 

70552  . 

70553  . 

71551  . 

71552  . 
72142  . 
72147  . 
72149  . 

72156  . 

72157 

72158 

72196 

72197 

73219 

73220 

73222 

73223 

73719 

73720 

73722 

73723 

74182 

74183 
75561 
75563 
C8900 
C8902 
C8903 
C8905 
C8906 
C8908 
C8909 


Mr  angiograph  neck  w/o&w/dye. 
Mri  orbit/face/neck  w/dye. 

Mri  orbt/fac/nck  w/o  &  w/dye. 

Mr  angiography  head  w/dye. 

Mr  angiograph  head  w/o&w/dye. 
Mr  angiography  neck  w/dye. 

Mri  brain  w/dye. 

Mri  brain  w/o  &  w/dye. 

Mri  chest  w/dye. 

Mri  chest  w/o  &  w/dye. 

Mri  neck  spine  w/dye. 

Mri  chest  spine  w/dye. 

Mri  lumbar  spine  w/dye. 

Mri  neck  spine  w/o  &  w/dye. 

Mri  chest  spine  w/o  &  w/dye. 

Mri  lumbar  Spine  w/o  &  w/dye. 
Mri  pelvis  w/dye. 

Mri  pelvis  w/o  &  w/dye. 

Mri  upper  extremity  w/dye. 

Mri  uppr  extremity  w/o&w/dye. 
Mri  joint  upr  extrem  w/dye. 

Mri  joint  upr  extr  w/o&w/dye. 

Mri  lower  extremity  w/dye. 

Mri  Iwr  extremity  w/o&w/dye. 

Mri  joint  of  Iwr  extr  w/dye. 

Mri  joint  Iwr  extr  w/o&w/dye. 

Mri  abdomen  w/dye. 

Mri  abdomen  w/o  &  w/dye. 
Cardiac  mri  for  morph  w/dye. 
Card  mri  w/stress  img  &  dye. 
MRA  w/cont,  abd. 

MRA  w/o  fol  w/cont,  abd. 

MRI  w/cont,  breast,  uni. 

MRI  w/o  fol  w/cont,  brst,  un. 
MRI  w/cont,  breast,  bi. 

MRI  w/o  fol  w/cont,  breast. 

MRA  w/cont,  chest. 
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C8911 

C8912 

C8914 

C8918 

C8920 

C8931 

C8933 

C8934 

C8936 


MRA  w/o  fol  w/cont,  chest. 
MRA  w/cont,  Iwr  ext. 

MRA  w/o  fol  w/cont,  Iwr  ext. 
MRA  w/cont,  pelvis. 

MRA  w/o  fol  w/cont,  pelvis. 
MRA,  w/dye,  spinal  canal. 
MRA,  w/o&w/dye,  spinal  canal. 
MRA,  w/dye,  upper  extremity. 
MRA,  w/o&w/dye,  upper  extr. 


*  If  a  “without  contrast”  MRI  or  MRA  procedure  is  performed  during  the  same  session  as  a  “with  contrast”  MRI  or  MRA  procedure,  the  l/OCE 
will  assign  APC  8008  rather  than  APC  8007. 


Table  11— Proposed  OPPS  Imaging 
Family  Services  Overlapping 
With  HCPCS  Codes  on  the  CY 
2013  Bypass  List 


Family  1 — Ultrasound 

76700  ..... 

Us  exam,  abdom,  complete. 

76705  . 

Echo  exam  of  abdomen. 

76770  . 

Us  exam  abdo  back  wall,  comp. 

76775  . 

Us  exam  abdo  back  wall,  lim. 

76776  . 

Us  exam  k  transpi  w/Doppler. 

76856  . 

Us  exam,  pelvic,  complete. 

76870  . 

Us  exam,  scrotum. 

76857  . 

Us  exam,  pelvic,  limited. 

Family  2 — CT  and  CTA  with  and  without 
Contrast 


70450  . 

Ct  head/brain  w/o  dye. 

70480  . 

Ct  orbit/ear/fossa  w/o  dye. 

70486  . 

Ct  maxillofacial  w/o  dye. 

70490  . 

Ct  soft  tissue  neck  w/o  dye. 

71250  . 

Ct  thorax  w/o  dye. 

72125  . 

Ct  neck  spine  w/o  dye. 

72128  . 

Ct  chest  spine  w/o  dye. 

72131  . 

Ct  lumbar  spine  w/o  dye. 

72192  . 

Ct  pelvis  w/o  dye. 

73200  . 

Ct  upper  extremity  w/o  dye. 

73700  . 

Ct  lower  extremity  w/o  dye. 

74150  . 

Ct  abdomen  w/o  dye. 

Family  3 — MRI  and  MRA  with  and  without 
Contrast 


70336  . 

Magnetic  image,  jaw  joint. 

70544  . 

Mri  angiography  head  w/o  dye. 

70551  . 

Mri  brain  w/o  dye. 

71550 . 

Mri  chest  w/o  dye. 

72141  . 

Mri  neck  spine  w/o  dye. 

72146  . 

Mri  chest  spine  w/o  dye. 

72148  . 

Mri  lumbar  spine  w/o  dye. 

73218  . 

Mri  upper  extremity  w/o  dye. 

73221  . 

Mri  joint  upr  extrem  w/o  dye. 

73718  ...... 

Mri  lower  extremity  w/o  dye. 

73721  . 

Mri  jnt  of  Iwr  extre  w/o  dye. 

(6)  Cardiac  Resynchronization  Therapy 
Composite  APC  (APC  0108) 

Cardiac  reSynchronization  therapy 
(CRT)  uses  electronic  devices  to 
sequentially  pace  both  sides  of  the  heart 
to  improve  its  output.  CRT  utilizing  a 
pacing  electrode  implanted  in 
combination  with  an  implantable 
cardioverter  defibrillator  (ICD)  is  known 
as  CRT-D.  Hospitals  commonly  report 
the  implantation  of  a  CRT-D  system 


using  CPT  codes  33225  (Insertion  of 
pacing  electrode,  cardiac  venous 
system,  for  left  ventricular  pacing,  at 
time  of  insertion  of  pacing  cardioverter- 
defibrillator  or  pacemaker  pulse 
generator  (including  upgrade  to  dual 
chamber  system)  (List  separately  in 
addition  to  code  for  primary  procedure)) 
and  33249  (Insertion  or  repositioning  of 
electrode  lead(s)  for  single  or  dual 
chamber  pacing  cardioverter- 
defibrillator  and  insertion  of  pulse 
generator).  As  described  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74176),  over  the  past 
several  years,  stakeholders  have  pointed 
out  significant  fluctuations  in  the 
payment  rate  for  CPT  code  33225  and 
that,  because  the  definition  of  CPT  code 
33225  specifies  that  the  pacing  electrode 
is  inserted  at  the  same  time  as  an  ICD 
or  pacemaker,  CMS  would  not  have 
many  valid  claims  upon  which  to 
calculate  an  accurate  cost.  In  response 
to  these  concerns,  we  established  a 
policy  beginning  in  CY  2012  to 
recognize  CPT  codes  33225  and  33249 
as  a  single,  composite  service  when  the 
procedures  are  performed  on  the  same 
day  and  to  assign  them  to  APC  0108 
(Insertion/Replacement/Repair  of  AICD 
Leads,  Generator,  and  Pacing 
Electrodes)  when  they  appear  together 
on  a  claim  with  the  same  date  of  service. 
We  refer  readers  to  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74176  through  74182)  for  a  full 
description  of  how  we  developed  this 
policy. 

As  described  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74182),  hospitals  continue  to  use  the 
same  CPT  codes  to  report  CRT-D 
implantation  services,  and  the  I/OCE 
will  identify  when  the  combination  of 
CPT  codes  33225  and  33249  on  the 
same  day  qualify  for  composite  service 
payment.  We  make  a  single  composite 
payment  for  such  cases.  When  not 
performed  on  the  same  day  as  the 
service  described  by  CPT  code  33225, 
the  service  described  by  CPT  code 
33249  is  also  assigned  to  APC  0108. 
When  not  performed  on  the  same  day  as 


the  service  described  by  CPT  code 
33249,  the  service  described  by  CPT  > 
code  33225  is  assigned  to  APC  0655. 

We  refer  readers  to  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74176  through  74182)  for 
a  full  description  of  how  we  developed 
this  policy. 

In  order  to  ensure  that  hospitals 
correctly  code  for  CRT  services  in  the 
future,  we  also  finalized  a  policy  in  the 
CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74182)  to 
implement  claims  processing  edits  that 
will  return  to  providers  incorrectly 
coded  claims  oil  which  a  pacing 
electrode  insertion  (the  procedure 
described  by  CPT  code  33225)  is  billed 
without  one  of  the  following  procedures 
to  insert  an  ICD  or  pacemaker,  as 
specified  by  the  AMA  in  the  CPT 
codebook: 

•  33206  (Insertion  or  replacement  of 
permanent  pacemaker  with  transvenous 
electrode(s):  atrial); 

•  33207  (Insertion  or  replacement  of 
permanent  pacemaker  with  transvenous 
electrode(s);  ventricular); 

•  33208  (Insertion  or  replacement  of 
permanent  pacemaker  with  transvenous 
electrode(s);  atrial  and  ventricular); 

•  33212  (Insertion  or  replacement  of 
pacemaker  pulse  generator  only;  single 
chamber,  atrial  or  ventricular); 

•  33213  (Insertion  or  replacement  of 
pacemaker  pulse  generator  only;  dual 
chamber,  atrial  or  ventricular); 

•  33214  (Upgrade  of  implanted 
pacemaker  system,  conversion  of  single 
chamber  system  to  dual  chamber  system 
(includes  removal  of  previously  placed 
pulse  generator,  testing  of  existing  lead, 
insertion  of  new  lead,  insertion  of  new 
pulse  generator)); 

•  33216  (Insertion  of  a  single 
transvenous  electrode,  permanent 
pacemaker  or  cardioverter-defibrillator); 

•  33217  (Insertion  of  2  transvenous 
electrodes,  permanent  pacemaker  or 
cardioverter-defibrillator); 

•  33222  (Revision  or  relocation  of 
skin  pocket  for  pacemaker); 

•  33233  (Removal  of  permanent 
pacemaker  pulse  generator); 
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•  33234  (Removal  of  transvenous 
pacemaker  electrode{s):  single  lead 
system,  atrial  or  ventricular); 

•  33235  (Removal  of  transvenous 
pacemaker  electrode(s);  dual  lead 
system,  atrial  or  ventricular): 

•  33240  (Insertion  of  single  or  dual 
chamber  pacing  cardioverter- 
defibrillator  pulse  generator);  or 

•  33249  (Insertion  or  repositioning  of 
electrode  lead(s)  for  single  or  dual 
chamber  pacing  cardioverter- 
defibrillator  and  insertion  of  pulse 
generator). 

For  CY  2013,  we  are  proposing  to 
continue  to  recognize  CRT-D  as  a 
single,  composite  service  as  described 
above  and  finalized  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period.  By  continuing  to  recognize  these 
procedures  as  a  single,  composite 
service,  we  are  able  to  use  a  higher 
volume  of  correctly  coded  claims  for 
CPT  code  33225,  which,  because  of  its 
add-on  code  status,  is  always  performed 
in  conjunction  with  another  procedure 
and,  therefore,  to  address  the  inherent 
ratesetting  challenges  associated  with 
CPT  code  33225.  We  also  note  that  this 
policy  is  consistent  with  the  principles 
of  a  prospective  payment  system, 
specifically  to  place  similar  services  that 
utilize  technologies  with  varying  costs 
in  the  same  APC  in  order  to  promote 
efficiency  and  decision  making  based  on 
individual  patient’s  clinical  needs 
rather  than  financial  considerations.  In 
calculating  the  costs  upon  which  the 
payment  rate  for  APC  0108  is  based  for 
CY  2013,  for  this  proposed  rule,  we 
included  single  procedure  claims  for  the 
individual  services  assigned  to  APC 
0108,  as  well  as  single  procedure  claims 
that  contain  the  composite  CRT-D 
service,  defined  as  the  combination  of 
CPT  codes  33225  and  33249  with  the 
same  date  of  service.  We  were  able  to 
use  9,790  single  bills  from  the  CY  2013 
proposed  rule  claims  data  to  calculate  a 
proposed  cost  of  approximately  $31,491 
for  APC  0108.  Because  CPT  codes  33225 
and  33249  may  be  treated  as  a 
composite  service  for  payment 
purposes,  we  are  proposing  to  continue 
to  assign  them  status  indicator  “Q3” 
(Codes  that  may  be  paid  through  a 
composite  APC)  in  Addendum  B  to  this 
proposed  rule.  The  assignment  of  CPT 
codes  33225  and  33249  to  APC  0108 
when  treated  as  a  composite  service  is 
also  reflected  in  Addendum  M  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site). 

We  note  that  we  have  revised  the 
claims  processing  edits  in  place  for  CPT 
code  33225  due  to  revised  guidance 
from  the  AMA  in  the  CPT  code  book 
specifying  the  codes  that  should  be  used 
in  conjunction  with  CPT  code  33225. 


Specifically,  on  February  27,  2012,  the 
AMA  posted  a  correction  as  errata  to  the 
CY  2012  CPT  code  book  on  the  AMA 
web  site  at  http://www.ama-assn.org/ 
resources/doc/cpt/cpt-corrections.pdf. 
This  correction  removed  CPT  code 
33222  (Revision  or  relocation  of  skin 
pocket  for  pacemaker)  as  a  service  that 
should  be  provided  in  conjunction  with 
CPT  code  33225,  and  added  CPT  codes 
33228  (Removal  of  permanent 
pacemaker  pulse  generator  with 
replacement  of  pacemaker  pulse 
generator;  dual  lead  system),  33229 
(Removal  of  permanent  pacemaker 
pulse  generator  with  replacement  of 
pacemaker  pulse  generator;  multiple 
lead  system),  33263  (Removal  of  pacing 
cardioverter-defibrillator  pulse 
generator  with  replacement  of  pacing 
ceu'dioverter-defibrillator  pulse 
generator;  dual  lead  system),  and  33264 
(Removal  of  pacing  cardioverter- 
defibrillator  pulse  generator  with 
replacement  of  pacing  cardioverter- 
defibrillator  pulse  generator;  multiple 
lead  system).  In  accordance  with  this 
revised  guidance,  we  deleted  CPT  code 
33222  as  a  code  that  can  satisfy  the 
claims  processing  edit  for  CPT  code 
33225,  and  added  CPT  codes  33228, 
33229,  33263,  and  33264  as  codes  that 
can  satisfy  this  edit  beginning  in  CY 
2012. 

f.  Proposed  Geometric  Mean-Based 
Relative  Payment  Weights 

When  the  Medicare  program  was  first 
implemented,  payment  for  hospital 
services  (inpatient  and  outpatient)  was 
based  on  hospital-specific  reasonable 
costs  attributable  to  furnishing  services 
to  Medicare  beneficiaries.  Although 
payment  for  most  Medicare  hospital 
inpatient  services  became  subject  to  a 
PPS  under  section  1886(d)  of  the  Act  in 
1983,  Medicare  hospital  outpatient 
services  continued  to  be  paid  based  on 
hospital-specific  costs.  This  \ 

methodology  for  payment  provided 
little  incentive  for  hospitals  to  furnish 
such  outpatient  services  efficiently  and 
in  a  cost  effective  manner.  At  the  same 
time,  advances  in  medical  technology 
and  changes  in  practice  patterns  were 
bringing  about  a  shift  in  the  site  of 
medical  care  from  the  inpatient  setting 
to  the  outpatient  setting. 

In  the  Omnibus  Budget  Reconciliation 
Act  of  1986  (OBRA  1986)  (Pub.  L.  99- 
509),  the  Congress  paved  the  way  for 
development  of  a  PPS  for  hospital 
outpatient  services.  Section  9343(g)  of 
OBRA  1986  mandated  that  fiscal 
intermediaries  require  hospitals  to 
report  claims  for  services  under  the 
Healthcare  Common  Procedure  Coding 
System  (HCPCS).  Section  9343(c)  of 
OBRA  1986  extended  the  prohibition 


against  unbundling  of  hospital  services 
under  section  1862(a)(14)  of  the  Act  to 
include  outpatient  services  as  well  as 
inpatient  services.  The  codes  under  the 
HCPCS  enabled  us  to  determine  which 
specific  procedures  and  services  were 
billed,  while  the  extension  of  the 
prohibition  against  unbundling  ensured 
that  all  nonphysician  services  provided 
to  hospital  outpatients  were  reported  on 
hospital  bills  and  captured  in  the 
hospital  outpatient  data  that  were  used 
to  develop  an  outpatient  PPS. 

The  brisk  increase  in  hospital 
outpatient  services  further  led  to  an 
interest  in  creating  payment  incentives 
to  promote  more  efficient  delivery  of 
hospital  outpatient  services  through  a 
Medicare  outpatient  PPS.  Section 
9343(f)  of  OBRA  1986  and  section 
4151(b)(2)  of  the  Omnibus  Budget 
Reconciliation  Act  of  1990  (OBRA  1990) 
(Pub.  L.  101-508),  required  that  we 
develop  a  proposal  to  replace  the 
hospital  outpatient  payment  system 
with  a  PPS  and  submit  a  report  to  the 
Congress  on  the  proposed  system.  The 
statutory  framework  for  the  OPPS  was 
established  by  the  Balanced  Budget  Act 
(BBA)  of  1997  (Pub.  L.  105-33)  with 
section  4523  amending  section  1833  of 
the  Act  by  adding  subsection  (t),  which 
provides  for  a  PPS  for  hospital 
outpatient  department  services  and  the 
BBRA  of  1999  (Pub.  L.  106-113),  with 
section  201  further  amending  section 
1833(t)  of  the  Act.  The  implementing 
regulations  for  these  statutory 
authorities  were  codified  at  42  CFR  Part 
419,  effective  for  services  furnished  on 
or  after  August  1,  2000. 

Section  1833  of  the  Act  set  forth  the 
methodological  requirements  for 
developing  the  PPS  for  hospital 
outpatient  services  (the  OPPS).  At  the 
onset  of  the  OPPS,  there  was  significant 
concern  over  observed  increases  in  the 
volume  of  outpatient  services,  and 
corresponding  rapidly  growing 
beneficiary  coinsurance.  Accordingly, 
much  of  the  focus  was  on  finding  ways 
to  address  those  issues.  The  OPPS 
statute,  section  1833(t)(2)(C)  of  the  Act, 
initially  provided  that  relative  payment 
weights  for  covered  outpatient 
department  services  be  established 
based  on  median  costs  under  section 
4523(a)  of  the  BBA  of  1997.  Later, 
section  201(f)  of  the  BBRA  of  1999 
amended  section  1833(t)(2)(C)  of  the  Act 
to  allow  the  Secretary  the  discretion  to 
base  the  establishment  of  relative 
payment  weights  on  either  median  or 
mean  hospital  costs.  Since  the  OPPS 
was  initially  implemented,  we  have 
established  relative  payment  weights 
based  on  the  median  hospital  costs  for 
both  statistical  reasons  and  timely 
implementation  concerns.  The  proposed 
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rule  for  the  OPPS  was  published  prior 
to  the  passage  of  the  BBRA  of  1999, 
which  amended  the  Act  to  permit  the 
use  of  mean  costs.  At  that  time,  we 
noted  that  making  payment  for  hospital 
outpatient  services  based  on  the  median 
cost  of  each  APC  was  a  way  of 
discouraging  upending  that  occurs  when 
individual  services  that  are  similar  have 
disparate  median  costs,  as  well  as 
associating  services  for  which  there  are 
low  claims  volume  into  the  appropriate 
classifications  based  on  clinical  patterns 
and  their  resource  consumption  (63  FR 
47562). 

As  discussed  in  the  CY  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18482  through  18483),  initial 
implementation  of  the  payment  system 
for  hospital  outpatient  services  was 
delayed  due  to  multiple  extensions  of 
the  proposed  rule  comment  period,  Year 
2000  (Y2K)  system  concerns,  and  other 
systems  challenges  in  developing  the 
OPPS.  Even  though  the  BBRA  of  1999 
passed  during  that  period  of  time,  and 
provided  the  Secretary  with  the 
discretion  to  establish  relative  payment 
weights  under  the  OPPS  based  on  mean 
hospital  costs,  we  determined  that 
reconstructing  the  database  to  evaluate 
the  impact  of  using  mean  costs  would 
have  postponed  implementation  of  the 
OPPS  further.  There  were  important 
challenges  at  the  time,  including  being 
responsive  to  stakeholder  comments 
regarding  the  initial  OPPS  and 
addressing  implementation  issues  so 
that  the  payment  and  claims  processing 
systems  would  work  correctly.  To  do  so 
in  a  timely  manner  was  critical; 
therefore,  median  costs  were  selected  as 
an  appropriate  metric  on  which  to  base 
payment  relativity,  both  based  on  the 
statistical  reasons  noted  above,  and 
practical  implementation  concerns. 

In  addition  to  the  reasons  discussed 
above,  developing  relative  payment 
weights  based  on  median  costs  was  a 
way  of  attenuating  the  impact  of  cost 
outlier  cases.  In  an  environment  where 
facility  coding  practices  were  still  in 
their  infancy,  median  costs  served  to 
minimize  the  impact  of  any  coding 
errors.  Using  median  costs  to  establish 
service  cost  relativity  served  the  same 
function  as  any  measure  of  central 
tendency  (including  means),  ensuring 
that  the  payment  weights  used  in  the 
OPPS  would,  in  general,  account  for  the 
variety  of  costs  associated  with 
providing  a  service. 

Since  the  beginning  of  the  OPPS  and 
throughout  its  development,  we  have 
striven  to  find  ways  to  improve  our 
methods  for  estimating  the  costs 
associated  with  providing  services.  The 
dialogue  with  the  public  regarding  these 
issues,  the  meaningful  information  and 


recommendations  that  the  Panel 
(previously  the  APC  Panel)  has 
provided,  and  the  policies  we  have 
established  to  better  derive  the  costs  on 
which  OPPS  payment  is  calculated  have 
contributed  to  improving  cost 
estimation.  However,  challenges  remain 
in  our  continuing  effort  to  better 
estimate  the  costs  associated  with 
providing  services.  These  challenges 
include  our  limited  ability  to  obtain 
more  meaningful  information  from  the 
claims  and  cost  report  data  available 
and  ensuring  that  the  approach  used  to 
calculate  the  payments  for  services 
accurately  captures  the  relative  costs 
associated  with  providing  them.  Over 
the  years,  we  have  implemented  many 
changes  to  the  OPPS  cost  modeling 
process  to  help  address  these 
challenges. 

To  obtain  more  information  from  the 
claims  data  we  have  available,  we  first 
began  bypassing  codes  from  the 
standard  process  to  develop  “pseudo” 
single  claims  in  CY  2003  (67  FR  66746). 
In  CY  2006,  this  concept  later  evolved 
into  the  bypass  list  (and  its 
corresponding  criteria  for  addition) 
which  allows  us  to  extract  more  cost 
information  from  claims  that  would 
otherwise  be  unusable  for  modeling 
service  cost  (70  FR  68525).  In  CY  2008, 
we  examined  clinical  areas  where 
packaging  of  services  was  appropriate, 
which  allows  us  to  use  more  claims  in 
modeling  the  payments  tor  primary 
procedures  and  encourage  providers  to 
make  cost  efficient  choices  where 
possible  (72  FR  66610  through  66649). 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66590),  we 
noted  that  this  packaging  approach 
increased  the  number  of  “natural” 
single  bills,  while  simultaneously 
reducing  the  universe  of  codes  requiring 
single  bills  for  ratesetting.  Beginning  in 
CY  2008,  we  also  established  composite 
APCs  for  services  that  are  typically 
provided  together  in  the  same 
encounter,  allowing  us  to  use  even  more 
previously  unusable  claims  (due  to 
containing  multiple  separately  payable 
major  codes)  for  modeling  service  cost, 
as  well  as  develop  APCs  that  reflect  the 
combined  encounter  (72  FR  66650 
through  66658).  We  have  implemented 
many  steps  to  obtain  more  information 
from  the  claims  and  cost  report  data 
available  to  us,  and  continue  to  examine 
ways  in  which  we  can  derive  more 
meaningful  information  on  service  costs 
for  use  in  ratesetting. 

In  our  experience  in  working  with  the 
OPPS,  we  also  have  implemented  many 
processes  to  ensure  that  the  cost 
information  we  derive  from  cost  reports 
and  claims  data  is  accurate.  In  the 
beginning  of  the  OPPS,  we  implemented 


a  cost  trim  of  three  standard  deviations 
outside  the  geometric  mean  cost,  similar 
to  the  cost  data  trim  in  the  IPPS, 
because  it  would  ensure  that  the  most 
aberrant  data  were  removed  from 
ratesetting  (65  FR  18484).  We  also  have 
implemented  similar  trims  to  the 
hospital  departmental  CCR  and  claims 
based  unit  data  related  to  the  services 
(71  FR  67985  through  67987). 

During  the  CY  2008  rulemaking  cycle, 
we  contracted  with  Research  Triangle 
Institute,  International  (RTI)  to  examine 
possible  improvements  to  the  OPPS  cost 
estimation  process  after  they  had 
investigated  similar  issues  in  the  IPPS 
setting  (72  FR  66659  through  66602). 
There  was  significant  concern  that 
charge  compression,  which  results  from 
the  hospital  practice  of  attaching  a 
higher  mark-up  to  charges  for  low  cost 
supplies  and  a  lower  mark-up  to  charges 
for  higher  cost  supplies,  was  influencing 
the  cost  estimates  on  which  the  OPPS 
relative  payment  weights  are  based. 
Based  on  RTFs  recommendations,  in  CY 
2009,  we  finalized  modifications  to  the 
Medicare  cost  report  form  to  create  an 
“Implantable  Medical  Devices  Charged 
to  Patients”  cost  center  to  address 
public  commenter  concerns  related  to 
charge  compression  in  the  “Medical 
Supplies  Charged  to  Patients”  cost 
center  (73  FR  48458  through  48467). 
These  modifications  helped  to  address 
potential  issues  related  to  hospital 
markup  practices  and  how  they  are 
reflected  in  the  CCRs  in  the  Medicare 
cost  reporting  form. 

In  CY  2010,  we  incorporated  a  line 
item  trim  into  our  data  process  that 
removed  lines  that  were  eligible  for 
OPPS  payment  in  the  claim  year  but 
received  no  payment,  presumably 
because  of  a  line  item  rejection  or  denial 
due  to  claims  processing  edits  (74  FR 
60359).  This  line  item  trim  was 
developed  with  the  goal  of  using 
additional  lines  to  model  prospective 
payment. 

In  addition  to  these  process  changes 
that  were  designed  to  include  more 
accurate  cost  data  in  ratesetting,  we 
have  developed  a  number  of 
nonstandard  modeling  processes  to 
support  service  or  APC  specific  changes. 
For  example,  in  the  device  dependent 
APCs,  we  have  incorporated  edits  into 
the  cost  estimation  process  to  ensure 
that  the  full  cost  of  the  device  is 
incorporated  into  the  primary 
procedure. 

While  we  have  already  implemented 
numerous  changes  to  the  data  process  in 
order  to  obtain  accurate  resource  cost 
estimates  associated  with  providing  a 
procedure,  we  continue  to  examine 
possible  areas  of  improvement.  In  the 
past,  commenters  have  expressed 
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concern  over  the  degree  to  which 
payment  rates  reflect  the  costs 
associated  with  providing  a  service, 
believing  that,  in  some  cases,  high  cost 
items  or  services  that  might  be  packaged 
are  not  accordingly  reflected  in  the 
payment  weights  (72  FR  66629  through 
66630  and  66767).  As  mentioned  above, 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period,  we  developed  a 
packaging  policy  that  identified  a 
number  of  clinical  areas  where  services 
would  be  commonly  performed  in  a 
manner  that  was  typically  ancillary  and 
supportive  to  other  primary  procedures. 
Packaging  for  appropriate  clinical  areas 
provides  an  incentive  for  efficient  and 
co.st-effective  delivery  of  services.  In 
that  final  rule  with  comment  period,  we 
recognized  that  there  were  strengths  and 
weaknesses  associated  with  using 
median  costs  as  the  metric  for 
developing  the  OPPS  payment  weights 
(72  FR  66615).  Medians  are  generally 
more  stable  than  means  because  they  are 
less  sensitive  to  extreme  observations, 
but  they  also  do  not  reflect  subtle 
changes  in  cost  distributions.  As  a 
result,  the  use  of  medians  rather  than 
means  under  the  OPPS  usually  results 
in  relative  weight  estimates  being  less 
sensitive  to  packaging  decisions,  as  well 
as  changes  in  the  cost  model  due  to 
factors  such  as  the  additional  claims 
processed  between  the  proposed  rule 
and  the  final  rule. 

The  OPPS,  like  other  prospective 
payment  systems,  relies  on  the  concept 
of  averaging,  where  the  payment  may  be 
more  or  less  than  the  estimated  costs  of 
providing  a  service  or  package  of 
services  for  a  particular  patient  (73  FR 
68570).  Establishing  the  cost-based 
relative  payment  weights  based  on  a 
measure  of  central  tendency,  such  as 
means  or  medians,  ensures  that  the 
payments  for  the  package  of  services 
should  generally  account  for  the  variety 
of  costs  associated  with  providing  those 
services.  Prospective  payments  are 
ultimately  adjusted  for  budget  neutrality 
and  updated  by  an  OPD  update  factor, 
which  affects  the  calculated  payments, 
but  the  accuracy  of  the  cost-based 
weights  is  critical  in  ensuring  that  the 
relative  payment  weights  are  adjusted 
appropriately. 

We  recognize  that  median  costs  have 
historically  served  and  may  continue  to 
serve  as  an  appropriate  measure  on 
which  to  establish  relative  payments 
weights.  However,  as  discussed  above, 
the  metric’s  resistance  to  outlier 
observations  is  balanced  by  its  limited 
ability  to  be  reflective  of  changes  to  the 
dataset  used  to  model  cost  or  changes 
beyond  the  center  of  the  dataset.  While 
there  was  significant  concern  in  the 
initial  years  of  the  OPPS  regarding 


outlier  cost  values  and  the  possible 
introduction  of  potentially  aberrant 
values  in  the  cost  modeling,  hospital 
experience  in  coding  under  the  system, 
the  data  modeling  improvements  we 
have  made  to  obtain  more  accurate  cost 
information  while  removing  erroneous 
data,  and  other  changes  in  our 
experience  with  the  system  have  all 
lessened  the  potential  impact  of  error 
values  (rather  than  actual,  accurate  cost 
outliers).  As  noted  above,  over  the 
history  of  the  OPPS,  we  have  made 
multiple  refinements  to  the  data  process 
to  better  capture  service  costs,  respond 
to  commenter  concerns  regarding  the 
degree  to  which  OPPS  relative  payment 
weights  accurately  reflect  service  cost 
and  APC  payment  volatility  from  year  to 
year,  and  better  capture  the  variety  of 
resource  cost  associated  with  providing 
a  service  as  provided  under  section 
1833(t)(2)(C)  of  the  Act.  For  CY  2013, 
we  are  proposing  to  shift  the  basis  for 
the  CY  2013  APC  relative  payment 
weights  that  underpin  the  OPPS  from 
median  costs  to  geometric  means  based 
costs. 

Geometric  means  better  encompass- 
the  variation  in  costs  that  occur  when 
providing  a  service  because,  in  addition 
to  the  individual  cost  values  that  are 
reflected  by  medians,  geometric  means 
reflect  the  magnitude  of  the  cost 
measurements,  and  are  thus  more 
sensitive  to  changes  in  the  data.  We 
believe  developing  the  OPPS  relative 
payment  weights  based  on  geometric 
mean  costs  would  better  capture  the 
range  of  costs  associated  with  providing 
services,  including  those  cases 
involving  high  cost  packaged  items  or 
services,  and  those  cases  where  very 
efficient  hospitals  have  provided 
services  at  much  lower  costs.  The  use  of 
geometric  mean  cpsts  also  would  allow 
us  to  detect  changes  in  the  cost  of 
services  earlier,  because  changes  in  co.st 
often  diffuse  into  the  industry  over  time 
as  opposed  to  impacting  all  hospitals 
equally  at  the  same  time.  Medians  and 
geometric  means  both  capture  the 
impact  of  uniform  changes,  that  is,  those 
changes  that  influence  all  providers,  but 
only  geometric  means  capture  cost 
changes  that  are  introduced  slowly  into 
the  system  on  a  case-by-case  or  hospital^ 
by-hospital  basis. 

An  additional  benefit  of  this  proposal 
relates  to  the  two  times  rule,  described 
in  section  III.B.  of  this  proposed  rule, 
which  is  our  primary  tool  for  identifying 
clinically  similar  services  that  have 
begun  to  deviate  in  terms  of  their 
financial  resource  requirements.  Basing 
HCPCS  projections  on  geometric  mean 
costs  would  increase  the  sensitivity  of 
this  tool  as  we  configure  the  APC 
mappings  because  it  would  allow  us  to 


detect  differences  when  higher  costs 
occur  in  a  subset  of  services  even  if  the 
number  of  services  does  not  change. 

This  information  would  allow  us  to 
better  ensure  that  the  practice  patterns 
associated  with  all  the  component  codes 
appropriately  belong  in  the  same  APC. 

In  addition  to  better  incorporating 
those  cost  values  that  surround  the 
median  and,  therefore,  describing  a 
broader  range  of  clinical  practice 
patterns,  basing  the  relative  payment 
weights  on  geometric  mean  costs  may 
also  promote  better  stability  in  the 
payment  system.  In  the  short  term, 
geometric  mean-based  relative  payment 
weights  would  make  the  relative 
payment  weights  more  reflective  of  the 
service  costs.  Making  this  change  also 
may  promote  more  payment  stability  in 
the  long  term  by  including  a  broader 
range  of  observations  in  the  relative 
payment  weights,  making  them  less 
susceptible  to  gaps  in  estimated  cost 
near  the  median  observation  and  also 
making  changes  in  the  relative  payment 
weight  a  better  function  of  changes  in 
estimated  service  costs. 

We  note  that  this  proposed  change 
would  bring  the  OPPS  in  line  with  the 
IPPS,  which  utilizes  hospital  costs 
derived  from  claims  and  cost  report  data 
to  calculate  prospective  payments,  and 
specifically,  mean  costs  rather  than 
median  costs  to  form  the  basis  of  the 
relative  payment  weights  associated 
with  each  of  the  payment  classification 
groups.  We  stated  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74181)  our  intent  to  explore  methods 
to  ensure  our  payment  systems  do  not 
provide  inappropriate  payment 
incentives  to  provide  services  in  one 
setting  of  care  as  opposed  to  another 
setting  of  care  based  on  financial 
considerations  rather  than  clinical 
needs.  By  adopting  a  means  cost  based 
approach  to  calculating  relative 
payment  weights  under  the  OPPS,  we 
expect  to  achieve  greater  consistency 
between  the  methodologies  used  to 
calculate  payment  rates  under  the  IPPS 
and  the  OPPS,  which  would  put  us  in 
a  better  position  from  an  analytic 
perspective  to  make  cross-system 
comparisons  and  examine  issues  of 
payment  parity. 

For  the  reasons  described  above,  we 
are  proposing  to  establish  the  CY  2013 
OPPS  relative  payment  weights  based 
on  geometric  mean  costs.  While  this 
would  involve  a  change  to  the  metric 
used  to  develop  the  relative  payment 
weights,  the  use  of  claims  would  not  be 
affected.  We  are  proposing  to  continue 
subsetting  claims  using  the  data 
processes  for  modeling  the  standard 
APCs  and  the  criteria-based  APCs 
described  in  section  II.A.2.  of  this 
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proposed  rule,  where  appropriate.  The 
reasoning  behind  iipplementing 
modeling  edits  or  changes  in  the 
criteria-based  APCs  would  not  be 
affected  because  the  process  of 
developing  the  relative  payment  weights 
based  on  a  measure  of  central  tendency 
is  the  last  step  of  the  modeling  process, 
and  occurs  only  once  the  set  of  claims 
used  in  ratesetting  has  been  established. 

One  important  step  that  occurs  after 
the  development  of  relative  payment 
weights  is  the  assignment  of  individual 
HCPCS  codes  (services)  to  APCs.  In  our 
analysis  of  the  impacts  of  a  process 
conversion  to  geometric  means,  we 
determined  that  the  change  to  means 
would  not  significantly  influence  the 
application  of  the  2  times  rule.  Very  few 
services  would  need  to  be  shifted  to 
new  APCs  because  of  2  times  rule 
violations  as  the  use  of  geometric  means 
would  resolve  some  violations  that 
would  exist  under  medians  even  as  it 
creates  others  due  to  new  cost 
projections.  The  net  impact  of  the 
proposed  change  results  in  seven  more 
violations  of  the  2  times  rule  created  by 
the  entire  rebasing  process  than  would 
exist  if  median-based  values  were  used. 

During  the  development  of  this 
proposal,  we  also  determined  that  the 
cumulative  effect  of  data  shifts  over  the 
12  years  of  OPPS  introduced  a  number 
of  inconsistencies  in  the  APC  groupings 
based  on  clinical  and  resource 
homogeneity.  We  believe  that  a  shift  to 
payments  derived  from  geometric  means 
would  improve  our  ability  to  identify 
resource  distinctions  between 
previously  homogenous  services,  and 
we  intend  to  use  this  information  over 
the  next  year  to  reexamine  our  APC 
structure  and  assignments  to  consider 
hirther  ways  of  increasing  the  stability 
of  payments  for  individual  services  over 
time. 

We  note  that  this  proposal  to  establish 
all  OPPS  relative  payment  weights  using 
geometric  mean  costs  would  apply  to  all 
APCs  that  would  have  previously  been 
paid  based  on  median  costs.  In  addition, 
we  are  proposing  that  the  relative 
payment  weights  for  line  item  based 
payments  such  as  brachytherapy 
sources,  which  are  discussed  in  section 
II.A.2.d.(6)  of  this  proposed  rule,  as  well 
as  blood  and  blood  products,  which  are 
discussed  in  II.A.2.d.(2)  of  this  proposed 
rule,  be  calculated  based  on  their 
geometric  mean  costs  for  the  CY  2013 
OPPS. 

The  CY  2013  proposal  to  base  relative 
payment  weights  on  geometric  mean 
costs  would  specifically  include  the 
CMHC  and  hospital-based  partial 
hospitalization  program  APCs,  which 
were  previously  based  on  median  per 
diem  costs.  Their  estimated  payments 


would  continue  to  be  included  in  the 
budget  neutral  weight  scaling  process, 
and  their  treatment  is  similar  to  other 
nonstandard  APCs  discussed  in  section 
II. A.  of  this  proposed  rule.  The  process 
for  developing  a  set  of  claims  that  is 
appropriate  for  modeling  these  APCs 
would  continue  to  be  the  same  as  in 
recent  years,  with  the  only  proposed 
difference  being  that  a  geometric  mean 
per  diem  cost  would  be  calculated 
rather  than  a  median  per  diem  cost.  The 
proposed  CY  2013  partial 
hospitalization  payment  policies  are 
described  in  section  VIII.  of  this 
proposed  rule. 

We  believe  it  is  important  to  make  the 
transition  from  medians  to  means  across 
.all  APCs  in  order  to  capture  the 
complete  range  of  costs  associated  with 
all  services,  and  to  ensure  that  the 
relative  payment  weights  of  the  various 
APCs  are  properly  aligned.  If  some 
OPPS  payments  calculated  using 
relative  payment  weights  are  based  on 
means  while  others  are  based  on 
medians,  the  ratio  of  the  two  payments 
will  not  accurately  reflect  the  ratio  of 
the  relative  costs  reported  by  the 
hospitals.  This  is  of  particular 
significance  in  the  process  of 
establishing  the  budget  neutral  weight 
scaler,  discussed  in  section  II.A.4.  of 
this  proposed  rule. 

We  note  that  the  few  proposed 
exceptions  to  the  applications  of  the 
geometric  mean-based  relative  payment 
weights  would  be  the  same  exceptions 
that  exist  when  median-based  weights 
are  applied,  including  codes  paid  under 
different  payment  systems  or  not  paid 
under  the  OPPS,  items  and  services  not 
paid  by  Medicare,  items  or  services  paid 
at  reasonable  cost  or  charges  reduced  to 
cost,  among  others.  For  more 
information  about  the  various  proposed 
payment  status  indicators  for  CY  2013, 
we  refer  readers  to  Addendum  Dl  to 
this  proposed  rule  (which  are  available 
via  the  Internet  on  the  CMS  Web  site). 

We  are  proposing  for  CY  2013  that 
payment  for  nonpass-through  separately 
payable  drugs  and  biologicals  will 
continue  to  be  developed  through  its 
own  separate  process.  Payments  for 
drugs  and  biologicals  are  included  in 
the  budget  neutrality  adjustments, 
under  the  requirements  in  section 
1833(t)(9)(B)  of  the  Act,  but  the  budget 
neutral  weight  scaler  is  not  applied  to 
their  payments  because  they  are 
developed  through  a  separate 
methodology,  outside  the  relative 
payment  weight  based  process.  We  note 
that,  for  CY  2013,  we  are  proposing  to 
pay  for  nonpass-through  separately 
payable  drugs  and  biologicals  under  the 
OPPS  at  ASP+e  percent,  based  upon  the 
statutory  default  described  in  section 


1833(t)(14)(A)(iii)(II)  of  the  Act.  Also,  as 
is  our  standard  methodology,  for  CY 
2013,  we  are  proposing  to  use  payment 
rates  based  on  the  ASP  data  from  the 
fourth  quarter  of  CY  2011  for  budget 
neutrality  estimates,  packaging 
determinations,  and  the  impact 
analyses.  For  items  that  did  not  have  an 
ASP-based  payment  rate,  such  as  some 
therapeutic  radiopharmaceuticals,  we 
are  proposing  to  use  their  mean  unit 
cost  derived  from  the  CY  2011  hospital 
claims  data  to  determine  their  per  day 
cost.  The  proposed  nonpass-through 
separately  payable  drug  and  biological 
payment  policy  for  CY  2013  is  described 
in  greater  detail  in  section  V.B.  of  this 
proposed  rule. 

Under  the  revised  ASC  payment 
system  that  was  effective  January  1, 

2008,  we  established  a  standard  ASC 
ratesetting  methodology  that  bases 
payment  for  most  ASC  covered  surgical 
procedures  and  some  covered  ancillary 
services  on  the  OPPS  relative  payment 
weights  (72  FR  42491  through  42493). 
Therefore,  because  we  are  proposing  to 
calculate  CY  2013  OPPS  relative 
payment  weights  using  geometric  mean 
costs,  we  also  are  proposing  that  CY 
2013  ASC  payment  rates  under  the 
standard  ASC  ratesetting  methodology 
would  be  calculated  using  the  OPPS 
relative  payment  weights  that  are  based 
on  geometric  mean  costs.  We  note  that 
proposing  to  base  the  relative  payment 
weights  on  geometric  mean  costs  rather 
than  median  costs  affects  the  proposed 
CY  2013  payment  rates.  Differences  in 
the  proposed  payment  rates,  as  with  any 
changes  from  year  to  year,  affect  other 
parts  of  the  OPPS,  including  the 
proposed  copayments  described  in 
section  II.I.  of  this  proposed  rule  as  well 
as  the  proposed  fixed-dollar  outlier 
threshold  described  in  section  II. G.  of 
this  proposed  rule. 

Under  this  CY  2013  proposal  to  base 
the  relative  payment  weights  on 
geometric  means,  we  also  are  proposing 
to  revise  the  related  regulations  that 
currently  reflect  a  median  cost-based 
OPPS  to  instead  reflect  a  geometric 
mean  cost-based  OPPS.  Specifically,  we 
are  proposing  to  revise  42  CFR  419.31, 
which  describes  the  2  times  rule 
discussed  in  section  III.B.  of  this 
proposed  rule  and  the  development  of 
weights  based  on  the  cost  metrics 
discussed  in  section  II.A.4  of  this 
proposed  rule. 

In  the  Addenda  to  this  proposed  rule 
(which  are  available  via  Internet  on  the 
CMS  Web  site),  we  are  including  a 
comparison  file  that  identifies 
differences  in  the  proposed  payments 
between  a  geometric  means-based  OPPS 
and  a  median-based  OPPS.  In  section 
XXII.  of  this  proposed  rule,  which 
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discusses  the  regulatory  impact 
analysis,  we  are  providing  an  additional 
column  in  the  impact  tables  for  the 
OPPS  that  identifies  the  estimated 
impact  due  to  APC  recalibration  of  a 
geometric  means-based  OPPS  as  well  as 
a  column  that  estimates  the  impact  of 
recalibration  based  on  CY  2011  claims 
and  historical  cost  report  data.  We  are 
including  in  the  Addenda  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site)  data 
that  compare  the  budget  neutral  OPPS 
payments  based  on  geometric  means  to 
the  budget  neutral  OPPS  payments 
based  on  medians.  As  depicted  in  the 
impact  tables,  many  provider  categories 
would  experience  limited  impacts 
under  the  proposal  to  base  the  OPPS 
relative  payment  weights  on  geometric 
means.  We  note  that  the  impact  tables 
only  estimate  the  OPPS  payment  impact 
based  on  the  most  current  available 
claims  and  cost  report  data,  and  that 
providers’  actual  payments  may  vary, 
depending  on  the  mix  of  services 
provided  in  the  actual  claims  year.  Also, 
the  budget  neutral  payment  adjustments 
ensure  that,  under  either  a  geometric 
mean-based  system  or  a  median  cost- 
based  system,  aggregate  OPPS  payments 
would  remain  the  same. 

Section  XXII.  of  this  proposed  rule 
contains  an  OPPS  provider  impact  table 
that  estimates  the  effect  of  proposed 
policy  changes  and  budget  neutrality 
adjustments  on  provider  payment  under 
the  CY  2013  OPPS.  Column  3  of  the 
impact  table  shows  the  estimated 
impact  by  provider  category  of 
calculating  the  CY  2013  OPPS  payments 
based  on  geometric  mean  costs  rather 
than  median  cost.  While  the  proposal  to 
shift  the  basis  for  relative  payment 
weights  to  geometric  mean  costs  may 
involve  some  changes  to  the  relative 
weights  on  which  OPPS  payments  are 
based,  providers  generally  experience 
limited  impacts  to  payment  as  a  result 
of  the  CY  2013  proposal.  Those  provider 
categories  that  improve  significantly  as 
a  result  of  the  proposal  to  base  the  CY 
2013  relative  payment  weights  on 
geometric  mean  costs  generally 
included  non-IPPS  hospitals  that 
provided  psychiatric,  hospital-based 
partial  hospitalization,  and  other 
services  whose  relative  payment 
weights  improved  based  on  geometric 
mean  costs.  As  noted  above,  we' 
recognize  that  there  may  be  fluctuations 
in  the  relative  payment  weights  based 
on  this  CY  2013  proposal,  but  we 
believe  that  this  proposal  represents  an 
improvement  that  more  accurately 
estimates  the  costs  associated  with 
providing  services. 

In  our  experience  developing  the 
OPPS,  we  have  implemented  many 


changes  to  obtain  more  cost  information 
from  the  claims  and  cost  report  data 
available  to  us,  in  an  effort  to  arrive  at 
more  accurate  estimates  of  service  cost. 
Many  of  those  changes  are  described 
above  arid  in  prior  OPPS  final  rules. 
Despite  the  challenges  created  by  the 
complexity  of  the  data  and  the  diversity 
of  facility  accounting  systems,  we 
continue  to  examine  possible  process 
and  data  changes  that  may  further 
improve  precision,  validity,  and  utility. 
Commenters  have  historically  expressed 
concerns  about  the  degree  to  which 
OPPS  relative  payment  weights  are 
reflective  of  the  service  costs  associated 
with  providing  them,  APC  payment  rate 
volatility  from  year  to  year,  and  other 
cost  modeling  related  issues.  We 
recognize  that  some  of  those  issues  will 
continue  because  they  are  related  to 
naturally  occurring  changes  in  the 
economic  environment,  clinical 
practice,  and  the  nature  of  payment 
systems,  among  other  reasons.  However, 
we  believe  that  basing  the  OPPS  relative 
payment  weights  on  geometric  means 
would  better  capture  the  range  of  costs 
associated  with  providing  services, 
improve  payment  accuracy  while 
limiting  year-to-year  volatility,  and 
allow  reconfigurations  in  the  APC 
environment  using  a  metric  that 
provides  greater  computational  depth. 
For  these  reasons,  and  those  discussed 
above,  we  are  proposing  to  base  the  CY 
2013  OPPS/ASC  relative  payment 
weights  on  geometric  mean  costs. 

3.  Proposed  Changes  to  Packaged 
Services 

a.  Background 

Like  other  prospective  payment 
systems,  the  OPPS  relies  on  the  concept 
of  averaging,  where  the  payment  may  be 
more  or  less  than  the  estimated  cost  of 
providing  a  specific  service  or  bundle  of 
specific  services  for  a  particular  patient. 
However,  with  the  exception  of  outlier 
cases,  overall  payment  is  adequate  to 
ensure  access  to  appropriate  care.  The 
OPPS  packages  payment  for  multiple 
interrelated  services  into  a  single 
payment  to  create  incentives  for 
providers  to  furnish  services  in  the  most 
efficient  way  by  enabling  hospitals  to 
manage  their  resources  with  maximum 
flexibility,  thereby  encouraging  long¬ 
term  cost  containment.  For  example, 
where  there  are  a  variety  of  supplies 
that  could  be  used  to  furnish  a  service, 
some  of  which  are  more  expensive  than 
others,  packaging  encourages  hospitals 
to  use  the  least  expensive  item  that 
meets  the  patient’s  needs,  rather  than  to 
routinely  use  a  more  expensive  item, 
which  could  result  if  separate  payment 
is  provided  for  the  items.  Packaging  also 


encourages  hospitals  to  negotiate  with 
manufactur.ers  and  suppliers  to  reduce 
the  purchase  price  of  items  and  services 
or  to  explore  alternative  group 
purchasing  arrangements,  thereby 
encouraging  the  most  economical  health 
care.  Similarly,  packaging  encourages 
hospitals  to  establish  protocols  that 
ensure  that  necessary  services  are 
furnished,  while  scrutinizing  the 
services  ordered  by  practitioners  to 
maximize  the  efficient  use  of  hospital 
resources.  Packaging  payments  into 
larger  payment  bundles  promotes  the 
predictability  and  accuracy  of  payment 
for  services  over  time.  Finally, 
packaging  also  may  reduce  the 
importance  of  refining  service-specific 
payment  because  packaged  payments 
include  costs  associated  with  higher 
cost  cases  requiring  many  ancillary 
services  and  lower  cost  cases  requiring 
fewer  ancillary  services.  For  these 
reasons,  packaging  payment  for  items 
and  services  that  are  typically  ancillary 
and  supportive  to  a  primary  service  has 
been  a  fundamental  part  of  the  OPPS 
since  its  implementation  in  August 
2000. 

We  use  the  term  “dependent  service” 
to  refer  to  the  HCPCS  codes  that 
represent  services  that  are  typically 
ancillary  and  supportive  to  a  primary 
diagnostic  or  therapeutic  modality.  We 
use  the  term  “independent  service”  to 
refer  to  the  HCPCS  codes  that  represent 
the  primary  therapeutic  or  diagnostic 
modality  into  which  we  package 
payment  for  the  dependent  service.  In 
future  years,  as  we  consider  the 
development  of  larger  payment  groups 
that  more  broadly  reflect  services 
provided  in  an  encounter  or  episode  of 
care,  it  is  possible  that  we  might 
propose  to  bundle  payment  for  a  service 
that  we  now  refer  to  as  “independent.” 

We  assign  status  indicator  “N”  to 
those  HCPCS  codes  of  dependent 
services  that  we  believe  are  always 
integral  to  the  performance  of  the 
primary  modality:  therefore,  we  always 
package  their  costs  into  the  costs  of  the 
separately  paid  primary  services  with 
which  they  are  billed.  Services  assigned 
to  status  indicator  “N”  are 
unconditionally  packaged. 

We  assign  status  indicator  “Ql” 
(STVX-Packaged  Codes),  “Q2”  (T- 
Packaged  Codes),  or  “Q3”  (Codes  that 
may  be  paid  through  a  composite  APC) 
to  each  conditionally  packaged  HCPCS, 
code.  An  STVX-packaged  code 
describes  a  HCPCS  code  whose  payment 
is  packaged  with  one  or  more  separately 
paid  primary  services  with  the  status 
indicator  of  “S,”  “T,”  “V,”  or  “X” 
furnished  in  the  hospital  outpatient 
encounter.  A  T-packaged  code  describes 
a  code  whose  payment  is  only  packaged 


Federal  Register/ VoL  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


45099 


with  one  or  more  separately  paid 
surgical  procedures  with  the  status 
indicator  of  “T”  are  provided  during  the 
hospital  outpatient  encounter.  STVX- 
packaged  codes  and  T-packaged  codes 
are  paid  separately  in  those  uncommon 
cases  when  they  do  not  meet  their 
respective  criteria  for  packaged 
payment.  STVX-packaged  codes  and  T- 
packaged  codes  are  conditionally 
packaged.  We  refer  readers  to  section 
XlI.A.l.  of  this  proposed  rule  and 
Addendum  Dl,  which  is  available  via 
the  Internet  on  the  CMS  Web  site  with 
other  Addenda,  for  a  complete  listing  of 
status  indicators  and  the  meaning  of 
each  status  indicator. 

Hospitals  include  HCPCS  codes  and 
charges  for  packaged  services  on  their 
claims,  and  the  estimated  costs 
associated  with  those  packaged  services 
are  then  added  to  the  costs  of  separately 
payable  procedures  on  the  same  claims 
to  establish  prospective  payment  rates. 
We  encourage  hospitals  to  report  all 
HCPCS  codes  that  describe  packaged 
services  provided,  unless  the  CPT 
Editorial  Panel  or  CMS  provides  other 
guidance.  The  appropriateness  of  the 
OPPS  payment  rates  depends  on  the 
quality  and  completeness  of  the  claims 
data  that  hospitals  submit  for  the 
services  they  furnish  to  Medicare 
beneficiaries. 

In  addition  to  the  packaged  items  and 
services  listed  in  42  CFR  419.2(b),  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66610  through 
66659),  we  adopted  the  packaging  of 
payment  for  items  and  services  in  sevefi 
categories  with  the  primary  diagnostic 
or  therapeutic  modality  to  which  we. 
believe  these  items  and  services  are 
typically  ancillary  and  supportive.  The 
seven  categories  are;  (1)  Guidance 
services;  (2)  image  processing  services; 
(3)  intraoperative  services;  (4)  imaging 
supervision  and  interpretation  services; 
(5)  diagnostic  radiopharmaceuticals;  (6) 
contrast  media;  and  (7)  observation 
services.  We  specifically  chose  these 
categories  of  HCPCS  codes  for  packaging 
because  we  believe  that  the  items  and 
services  described  by  the  codes  in  these 
categories  are  typically  ancillary  and 
supportive  to  a  primary  diagnostic  or 
therapeutic  modality  and,  in  those 
cases,  are  an  integral  part  of  the  primary 
service  they  support.  Packaging  under 
the  OPPS  also  includes  composite 
APCs,  which  are  described  in  section 
II.A.2.e.  of  this  proposed  rule. 

b.  Proposed  Clarification  of  the 
Regulations  at  42  CFR  419.2(b) 

We  are  proposing  to  clarify  the 
regulatory  language  at  42  CFR  419.2(b) 
to  make  explicit  that  the  OPPS 
payments  for  the  included  costs  of  the 


nonexclusive  list  of  items  and  services 
covered  under  the  OPPS  referred  to  in 
this  paragraph  are  packaged  into  the 
payments  for  the  related  procedures  or 
services  with  which  such  items  and 
services  are  provided.  This  proposed 
clarification  is  consistent  with  our 
interpretation  and  application  of 
§  419.2(b)  since  the  inception  of  the 
OPPS.  We  invite  public  comments  on 
this  proposed  clarification. 

c.  Packaging  Recommendations  of  the 
HOP  Panel  (“The  Panel”)  at  Its  February 
2012  Meeting 

During  its  February  2012  meeting,  the 
Panel  made  five  recommendations 
related  to  packaging  and  to  the  function 
of  the  subcommittee.  One  additional 
recommendation  that  originated  from 
the  APC  Groups  and  Status  Indicator 
(SI)  Assignment  Subcommittee  about 
observation  services  is  discussed  in 
section  II.A.2.e.  of  this  proposed  rule. 
The  report  of  the  February  2012  meeting 
of  the  Panel  may  be  found  on  the  CMS 
Web  site  at:  http://www.cms.gov/FACA/ 
OSAdvisoryPanelonAmbulatory 
PaymentClassificationGroups.asp. 

Below  we  present  each  oi  the  Panel’s 
five  packaging  recommendations  and 
our  responses  to  those 
recommendations. 

Panel  Recommendation:  CMS  should 
delete  HCPCS  code  G0259  (Injection 
procedure  for  sacroiliac  joint; 
arthrography)  and  HCPCS  code  G0260 
(Injection  procedure  for  sacroiliac  joint; 
provision  of  anesthetic,  steroid  and/or 
other  therapeutic  agent,  with  or  without 
arthrography),  and  instead  use  CPT  code 
27096  (Injection  procedure  for  sacroiliac 
joint,  anesthetic/steroid,  with  image 
guidance  (fluoroscopy  or  CT)  including 
arthrography,  when  performed)  with  a 
status  indicator  of  “T,”  and  assign  CPT 
code  27096  to  APC  0207  (Level  III  Nerve 
Injections). 

CMS  Response:  For  CY  2012,  we 
assigned  CPT  code  27096  to  status' 
indicator  “B,”  meaning  that  this  code  is 
not  payable  under  the  OPPS.  In  order  to 
receive  payment  for  procedures 
performed  on  the  sacroiliac  joint  with  or 
without  arthrography  or  with  image 
guidance  under  the  OPPS,  hospitals 
must  use  either  HCPCS  code  G0259, 
which  is  assigned  to  status  indicator 
“N”  for  CY  2012,  or  HCPCS  code  G0260, 
which  is  assigned  to  status  indicator 
“T”  for  CY  2012,  as  appropriate.  CMS 
created  HCPCS  codes  G0259  and  G0260 
to  separate  and  distinguish  the  image 
guidance  procedure  from  the 
therapeutic  injection  procedure  for  the 
sacroiliac  joint.  As- stated  above, 
guidance  procedures  are  packaged 
under  the  OPPS  because  we  believe  that 
they  are  typically  ancillary  and 


supportive  to  a  primary  diagnostic  or 
therapeutic  modality  and  are  an  integral 
part  of  the  primary  service  they  support. 

We  believe  that  the  existence  of 
HCPCS  codes  G0259  and  G0260  is 
necessary  to  assign  appropriate 
packaged  payment  for  the  image 
guidance  procedure,  according  to  our 
established  packaging  policy,  and 
separate  payment  for  the  therapeutic 
injection  procedure.  Therefore,  we  are 
not  accepting  the  Panel’s 
recommendation  and  are  proposing  to 
follow  previously  established  policy 
and  to  continue  to  assign  HCPCS  code 
G0259  to  status  indicator  “N,”  HCPCS 
code  G0260  to  status  indicator  “T,”  and 
CPT  code  27096  to  status  indicator  “B” 
for  CY  2013. 

Panel  Recommendation:  CMS  provide 
data  to  the  APC  Groups  and  SI 
Subcommittee  on  the  following 
arthrography  services,  so  that  the 
Subcommittee  can  consider  whether  the 
SI  for  these  services  should  be  changed 
from  “N”  to  “S”; 

•  HCPCS  code  21116  (Injection 
procedure  for  temporomandibular  joint 
arthrography); 

•  HCPCS  code  23350  (Injection 
procedure  for  shoulder  arthrography  or 
enhanced  CT/MRI  shoulder 
arthrography); 

•  HCPCS  code  24220  (Injection 
procedure  for  elbow  arthrography);. 

•  HCPCS  code  25246  (Injection 
procedure  for  wrist  arthrography); 

•  HCPCS  code  27093  (Injection 
procedure  for  hip  arthrography;  without 
anesthesia); 

•  HCPCS  code  27095  (Injection 
procedure  for  hip  arthrography;  with 
anesthesia); 

•  HCPSC  code  27096  (Injection 
procedure  for  sacroiliac  joint, 
anesthetic/steroid  with  image  guidance 
(fluoroscopy  or  CT)  including 
arthrography  when  performed); 

•  HCPCS  code  27370  (Injection 
procedure  for  knee  arthrography);  and 

•  HCPCS  code  27648  (Injection 
procedure  for  ankle  arthrography). 

CMS  Response:  We  are  accepting  the 
Panel’s  recommendation  that  CMS 
provide  data  to  the  APC  Groups  and  SI 
Assignment  Subcommittee  on  HCPCS 
codes  21116, 23350, 24220,  25246, 
27093,  27095,  27096,  27370.  and  27648 
at  a  future  Panel  meeting. 

Panel  Recommendation:  CMS  change 
the  status  indicator  for  HCPCS  code 
19290  (Preoperative  placement  of 
needle  localization  wire,  breast)  from 
“N”  to  “Ql”  and  continue  to  monitor 
the  frequency  of  the  code  when  used  in 
isolation. 

CMS  Response:  We  agree  with  the 
Panel  that  proposing  a  status  indicator 
of  “Ql”  is  appropriate  for  HCPCS  code 
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19290.  This  status  indicator  would 
allow  for  separate  payment  when  this 
procedure  is  performed  alone  or 
packaged  payment  when  this  procedure 
is  performed  with  an  associated  surgical 
procedure.  Therefore,  we  are  accepting 
the  Panel’s  recommendation  and  are 
proposing  to  assign  HCPCS  code  19290 
to  i\PC  0340  (Minor  Ancillary 
Procedures)  and  status  indicator  “Ql”» 
for  the  CY  2013  OPPS.  APC  0340  has  a 
proposed  cost  of  approximately  $50.19 
for  CY  2013. 

Panel  Recommendation:  Judith  Kelly, 
R.H.I.T.,  R.H.I.A*.,  C.C.S.,  remain  the 
chair  of  the  APC  Groups  and  SI 
Subcommittee.  ^ 

CMS  Response:  We  are  accepting  the 
Panel’s  recommendation  that  Judith 
Kelly,  R.H.I.T.,  R.H.I.A.,  C.C.S., 
continue  to  chair  the  APC  Groups  and 
SI  Assignment  Subcommittee. 

Panel  Recommendation:  The  work  of 
the  APC  Groups  and  SI  Assignment 
Subcommittee  continue. 

CMS  Response:  We  are  accepting  the 
Panel’s  recommendation  that  the  work 
of  the  APC  Groups  and  SI  Assignment 
Subcommittee  continue. 

d.  Proposed  Packaging  of  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

(1)  Existing  Packaging  Policies 

In  the  OPPS,  we  currently  package 
five  categories  of  drugs,  biologicals,  and 
radiopharmaceuticals  (unless  temporary 
pass-through  status  applies):  (1)  Those 
with  per  day  costs  at  or  below  the 
packaging  threshold;  (2)  diagnostic 
radiopharmaceuticals;  (3)  contrast 
agents;  (4)  anesthesia  drugs;  and  (5) 
drugs  treated  as  surgical  supplies. 
Anesthesia  drugs  are  discussed  further 
in  section  II.A.3.c.(2)  of  this  proposed 
rule.  For  detailed  discussions  of  the 
established  packaging  policies  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  we  refer  readers  to  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66765  through 
66768).  For  further  details  on  drugs 
treated  as  surgical  supplies,  we  refer 
readers  to  the  CY  2003  OPPS  final  rule 
(67  FR  66767)  and  Chapter  15,  Section 
50.2  of  the  Medicare  Benefit  Policy 
Manual. 

(2)  Clarification  of  Packaging  Policy  for 
Anesthesia  Drugs 

It  has  been  longstanding  OPPS  policy 
to  package  “anesthesia”  and  “supplies 
and  equipment  for  administering  and 
monitoring  anesthesia  or  sedation,”  as 
described  in  42  CFR  419.2(b)(4)  and 
(b)(5).  As  described  above,  items  and 
services  paid  under  the  OPPS  that  are 
typically  ancillary  and  supportive  to  a 
primary  diagnostic  or  therapeutic 


modality  and,  in  those  cases,  are 
considered  dependent  items  and 
services  are  packaged  into  the  payment 
of  their  accompanying  independent 
primary  service.  In  accordance  wi^h  our 
current  policy  on  packaging  items  and 
services,  drugs  that  are  used  to  produce 
anesthesia  in  all  forms  are  ancillary  and 
supportive  to  a  primary  diagnostic  or 
therapeutic  modality,  and  are  included 
in  our  definition  of  “anesthesia”  as 
described  in  §  419.2(b)(4)  and  (b)(5). 
However,  we  recognize  that  some 
anesthesia  drugs  may  qualify  for 
transitional  pass-through  status  under 
section  1833(t)(6)  of  the  Act.  Therefore, 
in  this  proposed  rule,  we  are  qlarifying 
that  our  general  policy  is  to  package 
drugs  used  to  produce  anesthesia,  and 
that  those  anesthesia  drugs  with  pass¬ 
through  status  will  be  packaged  upon 
the  expiration  of  pass-through  status. 

We  are  inviting  public  comment  on  our 
clarification  of  the  existing  packaging 
policies  for  anesthesia  drugs  under 
§  419.2(b)(4)  and  (b)(5). 

e.  Proposed  Packaging  of  Payment  for 
Diagnostic  Radiopharmaceuticals, 
Contrast  Agents,  and  Implantable 
Biologicals  (“Policy-Packaged”  Drugs 
and  Devices) 

Prior  to  CY  2008,  the  methodology  of 
calculating  a  product’s  estimated  per 
day  cost  and  comparing  it  to  the  annual 
OPPS  drug  packaging  threshold  was 
used  to  determine  the  packaging  status 
of  drugs,  biologicals,  and 
radiophmmaceuticals  under  the  OPPS 
(except  for  the  CYs  2005  through  2009 
exemption  for  5-HT3  antiemetics).* 
However,  as  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66766  through  66768),  we 
began  packaging  payment  for  all 
diagnostic  radiopharmaceuticals  and 
contrast  agents  into  the  payment  for  the 
associated  procedure,  regardless  of  their 
per  day  costs.  In  addition,  in  CY  2009, 
we  adopted  a  policy  that  packaged  the 
payment  for  nonpass-through 
implantable  biologicals  into  payment  for 
the  associated  surgical  procedure  on  the 
claim,  regardless  of  their  per  day  cost 
(73  FR  68633  through  68636).  We  refer 
to  diagnostic  radiopharmaceuticals  and 
contrast  agents  collectively  as  “policy- 
packaged”  drugs.  We  refer  to 
implantable  biologicals  as  “devices” 
because,  in  CY  2010,  we  finalized  a 
policy  to  treat  implantable  biologicals  as 
devices  for  OPPS  payment  purposes  (74 
FR  60471  through  60477). 

As  set  forth  at  §  419.2(b),  as  a 
prospective  payment  system,  the  OPPS 
establishes  a  national  payment  rate, 
standardized  for  geographical  wage 
differences,  that  includes  operating  and 
capital-related  costs  that  are  directly 


related  and  integral  to  performing  a 
procedure  or  furnishing  a  service  on  an 
outpatient  basis,  and  in  general,  these 
costs  include,  but  are  not  limited  to, 
implantable  prosthetics,  implantable 
durable  medical  equipment,  and 
medical  and  surgical  supplies. 

Packaging  costs  into  a  single  aggregate 
payment  for  a  service,  encounter,  or 
episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  from  a  fee 
schedule.  In  general,  packaging  the  costs 
of  items  and  services  into  the  payment 
for  the  primary  procedure  or  service 
with  which  they  are  associated 
encourages  hospital  efficiency  and  also 
enables  hospitals  to  manage  their 
resources  with  maximum  flexibility. 

Prior  to  CY  2008,  we  noted  that  the 
proportion  of  drugs,  biologicals,  and 
radiopharmaceuticals  that  were 
separately  paid  under  the  OPPS  had 
increased  in  recent  years,  a  pattern  that 
we  also  observed  for  procedural  services 
under  the  OPPS.  Our  final  CY  2008 
policy  that  packaged  payment  for  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  regardless  of  their  per  day  costs, 
contributed  significantly  to  expanding 
the  size  of  the  OPPS  payment  bundles 
and  is  consistent  with  the  principles  of 
a  prospective  payment  system. 

As  discussed  in  more  detail  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68645  through 
68649),  we  presented  several  reasons 
supporting  our  initial  policy  to  package 
payment  of  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  their  associated  procedures 
on  a  claim.  Specifically,  we  stated  that 
we  believed  packaging  was  appropriate 
because:  (1)  The  statutorily  required 
OPPS  drug  packaging  threshold  had 
expired;  (2)  diagnostic 
radiopharmaceuticals  and  contrast 
agents  function  effectively  as  supplies 
that  enable  the  provision  of  an 
independent  service,  rather  than  serving 
themselves  as  a  therapeutic  modality; 
and  (3)  section  1833  (t)(14)(A)(iii)  of  the 
Act  required  that  payment  for  specified 
covered  outpatient  drugs  (SCODs)  be  set 
prospectively  based  on  a  measure  of 
average  hospital  acquisition  cost  (76  FR 
74307). 

Therefore,  we  believe  it  is  appropriate 
to  propose  to  continue  to  treat 
diagnostic  radiopharmaceuticals  and 
contrast  agents  differently  from 
specified  covered  outpatient  drugs 
(SCODs)  for  CY  2013.  Therefore,  we  are 
proposing  to  continue  packaging 
payment  for  all  contrast  agents  and 
diagnostic  radiopharmaceuticals, 
collectively  referred  to  as  “policy- 
packaged”  drugs,  regardless  of  their  per 
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day  costs,  for  CY  2013.  We  also  are 
proposing  to  continue  to  package  the 
payment  for  diagnostic 
radiopharmaceuticals  into  the  payment - 
for  the  associated  nuclear  medicine 
procedure  and  to  package  the  payment 
for  contrast  agents  into  the  payment  for 
the  associated  echocardiography 
imaging  procedure,  regardless  of 
whether  the  agent  met  the  OPPS  drug 
packaging  threshold.  We  refer  readers  to 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  for  a  detailed 
discussion  of  nuclear  medicine  and 
echocardiography  services  (74  FR  35269 
through  35277). 

For  CY  2013,  we  are  proposing  to 
make  an  additional  payment  of  $10  for 
diagnostic  radiopharmaceuticals  that 
utilize  the  Tc-99m  radioisotope 
produced  by  non-HEU  methods.  We  are 
proposing  to  base  this  payment  on  the 
best  available  estimations  of  the 
marginal  costs  associated  with  non-HEU 
radioisotope  production,  pursuant  to 
our  authority  described  in  section 
1833(t)(2)(E)  of  the  Act  which  allows  us 
to  establish  “other  adjustments  as 
determined  to  be  necessary  to  ensure 
equitable  payments”  under  the  OPPS. 

We  describe  this  proposed  policy  in 
further  detail  in  section  III.C.3.  of  this 
proposed  rule. 

In  the  CY  2009  OPPS/ASC  fiijal  rule 
with  comment  period  (73  FR  68634),  we 
began  packaging  the  payment  for  all 
nonpass-through  implantable 
biologicals  into  payment  for  the 
associated  surgical  procedure  because 
we  consider  these  products  to  always  be 
ancillary  and  supportive  to  independent 
services,  similar  to  implantable 
nonbiological  devices  that  are  always 
p>ackaged.  We  continued  to  follow  this 
policy  in  CY  2012  (76  FR  74306  through 
74310).  Specificrily,  we  continue  to 
package  payment  for  nonpass-through 
implantable  biologicals,  also  known  as 
devices  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  into  the  body.  For 
CY  2013,  we  are  proposing  to  continue 
to  apply  the  policies  finalized  in  CY 
2012,  to  package  payment  for  nonpass¬ 
through  implantable  biologicals 
(“devices”)  that  are  surgically  inserted 
or  implanted  (through  a  surgical 
incision  or  a  natural  orifice)  into  the 
body. 

Although  our  final  CY  2009  policy 
(which  we  are  proposing  to  continue  for 
CY  2013  as  discussed  below)  packaged 
payment  for  all  diagnostic, 
radiopharmaceuticals  and  contrast 
agents  into  the  payment  for  their 
associated  procedures,  we  are  proposing 
to  continue  to  provide  payment  for 
these  items  in  CY  2013  based  on  a  proxy 
for  average  acquisition  cost,  as  we  did 


in  CY  2009.  We  continue  to  believe  that 
the  line-item  estimated  cost  for  a 
diagnostic  radiopharmaceutical  or 
contrast  agent  in  our  claims  data  is  a 
reasonable  approximation  of  average 
acquisition  and  preparation  and 
handling  costs  for  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  respectively.  As  we  discussed  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68645),  we 
believe  that  hospitals  have  adapted  to 
the  CY  2006  coding  changes  for 
radiopharmaceuticals  and  responded  to 
our  instructions  to  include  charges  for 
radiopharmaceutical  handling  in  their 
charged  for  the  radiopharmaceutical 
products.  Further,  because  the  standard 
OPPS  packaging  methodology  packaged 
the  total  estimated  cost  of  each 
diagnostic  radiopharmaceutical  and 
contrast  agent  on  each  claim  (including 
the  full  range  of  costs  observed  on  the 
claims)  with  the  costs  of  associated 
procedures  for  ratesetting,  this 
packaging  approach  is  consistent  with 
considering  the  average  cost  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents.  In  addition,  as  we  noted 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (72  FR  68646), 
these  drugs,  biologicals,  or 
radiopharmaceuticals  for  which  we 
have  not  established  a  separate  APC 
and,  therefore,  for  which  payment 
would  be  packaged  rather  than 
separately  provided  under  the  OPPS,  are 
considered  to  not  be  SCODs.  Similarly, 
drugs  and  biologicals  with  per  day  costs 
of  less  than  $80  in  CY  2013,  which  is 
the  proposed  packaging  threshold  for 
CY  2013,  that  are  packaged  and  for 
which  a  separate  APC  has  not  been 
established  also  are  not  SCODs.  This 
reading  is  consistent  with  our  proposed 
payment  policy  whereby  we  package 
payment  for  diagnostic 
radiopharmaceuticals  and  contrast 
agents  and  provide  payment  for  these 
products  through  payment  for  their 
associated  procedures. 

f.  Summary  of  Proposals 

The  HCPCS  codes  that  we  are 
proposing  for  unconditionally  packaged 
(for  which  we  are  proposing  to  continue 
to  assign  status  indicator  “N”),  or 
'  conditionally  packaged  (for  which  we 
are  proposing  continue  to  assign  status 
indicators  “Ql,”  “Q2,”  or  “Q3”),  are 
displayed  in  Addendum  B  of  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site).  The 
supporting  documents  for  this  CY  2013 
OPPS/ASC  proposed  rule,  including, 
but  not  limited  to.  Addendum  B,  are 
available  on  the  CMS  Web  site  at: 
http:/ /www.cms'.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 


HospitalOu  tpa  tien  tPPS/in  dex.html.  To 
view  the  proposed  status  indicators  by 
HCPCS  code  in  Addendum  B,  select 
“CMS  1589-P”  and  then  select  the 
folder  labeled  “2013  OPPS  Proposed 
Rule  Addenda”  from  the  list  of 
supporting  files.  Open  the  zipped  file 
and  select  Addendum  B,  which  is 
available  as  both  an  Excel  file  and  a  text 
file. 

4.  Proposed  Calculation  of  OPPS  Scaled 
Payment  Weights 

For  CY  2013,  we  are  proposing  to 
calculate  the  relative  payment  weights 
for  each  APC  for  CY  2013  shown  in 
Addenda  A  and  B  to  this  proposed  rule 
(which  are  available  via  the  Internet  on 
the  CMS  Web  site)  using  the  APC  costs 
discussed  in  sections  II.A.l.  and  II.A.2. 
of  this  proposed  rule.. In  years  prior  to 
CY  2007,  we  standardized  all  the 
relative  payment  weights  to  APC  0601 
(Mid-Level  Clinic  Visit)  because  mid¬ 
level  clinic  visits  were  among  the  most 
frequently  performed  services  in  the 
hospital  outpatient  setting.  We  assigned  • 
APC  0601  a  relative  payment  weight  of 
1.00  and  divided  the  median  cost  for 
each  APC  by  the  median  cost  for  APC 
0601  to  derive  the  relative  payment 
weight  for  each  APC. 

Beginning  with  the  CY  2007  OPPS  (71 
FR  67990),  we  standardized  all  of  the 
relative  payment  weights  for  APC  0606 
(Level  3  Clinic  Visits)  because  we 
deleted  APC  0601  as  part  of  the 
reconj^guration  of  the  clinic  visit  APCs. 
We  selected  APC  0606  as  the  base 
because  APC  0606  was  the  mid-level 
clinic  visit  APC  (that  is.  Level  3  of  five 
levels).  For  CY  2013,  we  are  proposing 
to  base  the  relative  payment  weights  on 
which  OPPS  payments  will  be  made  by 
using  geometric  mean  costs,  as 
described  in  section  II.A.2.f.  of  this 
proposed  rule.  However,  in  an  effort  to 
maintain  consistency  in  calculating 
unsealed  weights  that  represent  the  cost 
of  some  of  the  most  frequently  provided 
services,  we  are  proposing  to  continue 
to  use  the  cost  of  the  mid-level  clinic 
visit  APC  (APC  0606)  in  calculating 
unsealed  weights.  Following  our  general 
methodology  for  establishing  relative 
payment  weights  derived  from  APC 
costs,  but  using  the  proposed  CY  2013 
geometric  mean  cost  for  APC  0606,  for 
CY  2013,  we  are  proposing  to  assign 
APC  0606  a  relative  payment  weight  of 
1.00  and  to  divide  the  geometric  mean 
cost  of  each  APC  by  the  proposed 
geometric  mean  cost  for  APC  0606  to 
derive  the  proposed  unsealed  relative 
payment  weight  for  each  APC.  The 
choice  of  the  APC  on  which  to  base  the 
proposed  relative  payment  weights  for 
all  other  APCs  does  not  affect  the 
payments  made  under  the  OPPS 
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because  we  scale  the  weights  for  budget 
neutrality. 

Section  1833lt)(9)(B)  of  the  Act 
requires  that  APC  reclassification  and 
recalibration  changes,  wage  index 
changes,  and  other  adjustments  be  made 
in  a  budget  neutral  manner.  Budget 
neutrality  ensures  that  the  estimated 
aggregate  weight  under  the  OPPS  for  CY 
2013  is  neither  greater  than  nor  less 
than  the  estimated  aggregate  weight  that 
would  have  been  made  without  the 
changes.  To  comply  with  this 
requirement  concerning  the  APC 
changes,  we  are  proposing  to  compare 
the  estimated  aggregate  weight  using  the 
CY  2012  scaled  relative  payment 
weights  to  the  estimated  aggregate 
weight  using  the  proposed  CY  2013 
unsealed  relative  payment  weights.  For 
CY  2012,  we  multiplied  the  CY  2012 
scaled  APC  relative  weight  applicable  to 
a  service  paid  under  the  OPPS  by  the 
volume  of  that  service  from  CY  2011 
claims  to  calculate  the  total  weight  for, 
each  service.  We  then  added  together 
the  total  weight  for  each  of  these 
services  in  order  to  calculate  an 
estimated  aggregate  weight  for  the  year. 
For  CY  2013,  we  are  proposing  to 
perform  the  same  process  using  the 
proposed  CY  2013  unsealed  weights 
rather  than  scaled  weights.  We  then 
calculate  the  proposed  weight  scaler  by 
dividing  the  CY  2012  estimated 
aggregate  weight  by  the  proposed  CY 
2013  estimated  aggregate  weight.  The 
service-mix  is  the  same  in  the  current 
^  and  prospective  years  because  we  use 
the  same  set  of  claims  for  service' 
volume  in  calculating  the  aggregate 
weight  for  each  year.  For  a  detailed 
discussion  of  the  weight  scaler 
calculation,  we  refer  readers  to  the 
OPPS  claims  accounting  document 
available  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html.  We 
are  proposing  to  include  estimated 
payments  to  CMHCs  in  our  comparison 
of  estimated  unsealed  weights  in  CY 
2013  to  estimated  total  weights  in  CY 
2012  using  CY  2011  claims  data, 
holding  all  other  components  of  the 
payment  system  constant  to  isolate 
changes  in  total  weight.  Based  on  this 
comparison,  we  adjusted  the  proposed 
unsealed  relative  payment  weights  for 
purposes  of  budget  neutrality.  The 
proposed  CY  2013  unsealed  relative 
payment  weights  were  adjusted  by 
multiplying  them  by  a  proposed  weight 
scaler  of  1.3504  to  ensure  that  the 
proposed  CY  2013  relative  payment 
weights  are  budget  neutral. 

Section  1833(t){14)  of  the  Act 
provides  the  payment  rates  for  certain 
SCODs.  Section  1833(t)(14)(H)  of  the 


Act  states  that  “Additional  expenditures 
resulting  from  this  paragraph  shall  not 
be  taken  into  account  in  establishing  the 
conversion  factor,  weighting,  and  other 
adjustment  factors  for  2004  and  2005 
under  paragraph  (9),  but  shall  be  taken 
into  account  for  subsequent  years.” 
Therefore,  the  cost  of  those  SCODs  (as 
discussed  in  section  V.B.3.  of  this 
proposed  rule)  was  included  in  the 
proposed  budget  neutrality  calculations 
for  the  CY  2013  OPPS. 

We  note  that  we  are  providing 
additional  information,  in  association 
with  this  proposed  rule,  so  that  the 
public  can  provide  meaningful 
comment  on  our  proposal  to  base  the  CY 
2013  OPPS  relative  payment  weights  on 
geometric.mean  costs.  We  will  make 
available  online  a  file  that  compares  the 
calculated  CY  2013  proposed  OPPS 
payments  using  geometric  mean  costs  to 
those  that  would  be  calculated  based  on 
median  costs.  The  proposed  scaled 
relative  payment  weights  listed  in 
Addenda  A  and  B  to  this  proposed  rule 
(which  are  available  via  the  Internet  on 
the  CMS  Web  site)  incorporate  the 
proposed  recalibration  adjustments 
discussed  in  sections  II.A.l.  and  II.A.2. 
'of  this  proposed  rule. 

B.  Proposed  Conversion  Factor  Update 

Section  1833(t)(3)(C)(ii)  of  the  Act 
requires  us  to  update  the  conversion 
factor  used  to  determine  payment  rates 
under  the  OPPS  on  an  annual  basis  by 
applying  the  OPD  fee  schedule  increase 
factor.  For  purposes  of  section 
1833(t)(3)(C)(iv)  of  the  Act,  subject  to 
sections  1833(t)(17)  and  1833(t)(3)(F)  of 
the  Act,  the  OPD  fee  schedule  increase 
factor  is  equal  to  the  hospital  inpatient 
market  basket  percentage  increase 
applicable  to  hospital  discharges  under 
section  1886(b)(3)(B)(iii)  of  the  Act.  In 
the  FY  2013  IPPS/L'TCH  PPS  proposed 
rule  (77  FR  27975),  consistent  with 
current  law,  based  on  IHS  Global 
Insight,  Inc.’s  first  quarter  2012  forecast 
of  the  FY  2013  market  basket  increase, 
the  proposed  FY  2013  IPPS  market 
basket  update  is  3.0  percent.  However, 
sections  1833(t)(3)(F)  and 
1833(t)(3)(G)(ii)  of  the  Act,  as  added  by 
section  3401  (i)  of  Public  Law  111-148 
and  as  amended  by  section  10319(g)  of 
that  law  and  further  amended  by  section 
1105(e)  of  Public  Law  111-152,  provide 
adjustments  to  the  OPD  fee  schedule 
increase  factor  for  CY  2013. 

Specifically,  section  1833(t)(3)(F) 
requires  that  the  OPD  fee  schedule 
increase  factor  under  subparagraph 
(C)(iv)  be  reduced  by  the  adjustments 
described  in  that  section.  Specifically, 
section  1833(t)(3)(F)(i)  of  the  Act 
requires  that,  for  2012  and  subsequent 
years,  the  OPD  fee  schedule  increase 


factor  under  subparagraph  (C)(iv)  be 
reduced  by  the  productivity  adjustment 
described  in  section  1886(b)(3)(B)(xi)(II) 
of  the  Act.  Section  1886(b)(3)(B)(xi)(II) 
of  the  Act  defines  the  productivity 
adjustment  as  equal  to  the  10-year 
moving  average  of  changes  in  annual 
economy-wide,  private  nonfarm 
business  multifactor  productivity  (MFP) 
(as  projected  by  the  Secretary  for  the  10- 
year  period  ending  with  the  applicable 
fiscal  year,  year,  cost  reporting  period, 
or  other  annual  period)  (the  “MFP 
adjustment”).  In  the  FY  2012  IPPS/ 

LTGH  PPS  final  rule  (76  FR  51689 
through  51692),  we  finalized  our 
methodology  for  calculating  and 
applying  the  MFP  adjustment.  In  the  FY 
2013  IPPS/LTGH  PPS  proposed  rule  (77 
FR  27975  through  27976),  we  discuss 
the  calculation  of  the  proposed  MFP 
adjustment  for  FY  2013,  which  is  0.8 
percentage  point. 

"We  are  proposing  that  if  more  recent 
data  are  subsequently  available  after  the 
publication  of  this  proposed  rule  (for 
example,  a  more  recent  estimate  of  the 
market  basket  increase  and  the  MFP 
adjustment),  we  would  use  such  data,  if 
appropriate,  to  determine  the  GY  2013 
market  basket  update  and  the  MFP 
adjustment,  components  in  calculating 
the  OPD  fee  schedule  increase  factor 
under  sections  1833(t)(3)(C)(iv)  and  (F) 
of  the  Act,  in  the  GY  2013  OPPS/ASC 
final  rule  with  comment  period. 

In  addition,  section  1833(t)(3)(F)(ii)  of 
the  Act  requires  that  for,  each  of  2010 
through  2019,  the  OPD  fee  schedule 
increase  factor  under  section 
1833(t)(3)(G)(iv)  of  the  Act  be  reduced 
by  the  adjustment  described  in  section 
1833(t)(3)(G)  of  the  Act.  For  CY  2013, 
section  1833(t)(3)(G)(ii)  of  the  Act  ^ 
provides  a  0.1  percentage  point 
reduction  to  the  OPD  fee  schedule 
increase  factor  under  section 
1833(t)(3)(C)(iv)  of  the  Act.  Therefore,  in 
accordance  with  sections 
1833(t)(3)(F)(ii)  and  1833(t)(3)(G)(ii)  of 
the  Act,  we  are  proposing  to  apply  a  0.1 
percentage  point  reduction  to  the  OPD 
fee  schedule  increase  factor  for  CY  2013. 
V  We  note  that  section  1833(t)(3)(F)  of 
the  Act  provides  that  application  of  this 
subparagraph  may  result  in  the  OPD  fee 
schedule  increase  factor  under  section 
'  1833(t)(3)(C)(iv)  of  the  Act  being  less 
than  0.0  for  a  year,  and  may  result  in 
payment  rates  under  the  OPPS  for  a  year 
being  less  than  such  payment  rates  for 
the  preceding  year.  As  described  in 
further  detail  below,  we  are  proposing 
to  apply  an  OPD  fee  schedule  increase 
factor  of  2.1  percent  for  the  CY  2013 
OPPS  (3.0  percent,  which  is  the 
proposed  estimate  of  the  hospital 
inpatient  market  basket  percentage 
increase,  less  the  proposed  0.8 
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percentage  point  MFP  adjustment,  less 
the  0.1  percentage  point  additional 
adjustment). 

We  note  that  hospitals  that  fail  to 
meet  the  Hospital  OQR  Program 
reporting  requirements  would  to  be 
subject  to  an  additional  reduction  of  2.0 
percentage  points  from  the  OPD  fee 
schedule  increase  factor  adjustment  to 
the  conversion  factor  that  would  be 
used  to  calculate  the  OPPS  payment 
rates  made  for  their  services,  as  required 
by  section  1833(t)(17)  of  the  Act.  As  a 
result,  those  hospitals  failing  to  meet  the 
Hospital  OQR  Program  reporting 
requirements  would  receive  an  OPD  fee 
schedule  increase  factor  of  0.1  (3.0 
percent,  which  is  the  proposed  estimate 
of  the  hospital  inpatient  market  basket 
percentage  increase,  less  the  proposed 
0.8  percentage  point  MFP  adjustment, 
less  the  0.1  percentage  point  additional 
adjustment,  less  2.0  percentage  point  for 
the  Hospital  OQR  Program  reduction). 
For  further  discussion  of  the  Hospital 
OQR  Program,  we  refer  readers  to 
section  XV.F.  of  this  proposed  rule. 

In  this  proposed  rule,  we  are 
proposing  to  amend  42  CFR 
419.32(b)(l)(iv)(B)  by  adding  a  new 
paragraph  [4]  to  reflect  the  requirement 
in  section  1833(t){3)(F)(i)  of  the  Act  that, 
for  CY  2013,  we  reduce  the  OPD  fee 
schedule  increase  factor  by  the 
multifactor  productivity  adjustment  as 
determined  by  CMS,  and  to  reflect  the 
requirement  in  section  1833(t)(3)(G)(ii) 
of  the  Act,  as  required  by  section 
1833(t)(3)(F)(ii)  of  the  Act,  that  we 
reduce  the  OPD  fee  schedule  increase 
factor  by  an  additional  0.1  percentage 
point  for  CY  2013. 

To  set  the  OPPS  conversion  factor  for 
CY  2013,  we  are  proposing  to  increase 
the  CY  2012  conversion  factor  of 
$70,016  by  2.1  percent.  In  accordance 
with  section  1833(t)(9)(B)  of  the  Act,  we 
are  proposing  to  further  adjust  the 
conversion  factor  for  CY  2013  to  ensure 
that  any  revisions  we  make  to  the 
updates  for  a  revised  wage  index  and 
rural  adjustment  are  made  on  a  budget 
neutral  basis.  We  calculated  an  overall 
proposed  budget  neutrality  factor  of 
1.0003  for  wage  index  changes  by 
comparing  proposed  total  estimated 
payments  from  our  simulation  model 
using  the  proposed  FY  2013  IPPS  wage 
indices  to  those  payments  using  the 
current  (FY  2012)  IPPS  wage  indices,  as 
adopted  on  a  calendar  year  basis  for  the 
OPPS  (77  FR  27946  through  27955). 

For  CY  2013,  we  are  not  proposing  to 
make  a  change  to  our  rural  adjustment 
policy,  as  discussed  in  section  lI.E.  of 
this  proposed  rule.  Therefore,  the 
proposed  budget  neutrality  factor  for  the 
rural  adjustment  is  1.0000. 


For  CY  2013,  we  are  proposing  to 
continue  previously  established  policies 
for  implementing  the  cancer  hospital 
payment  adjustment  described  in 
section  1833(t)(18)  of  the  Act,  as 
discussed  in  section  II. F.  of  this 
proposed  rule.  We  are  proposing  to 
calculate  a  CY  2013  budget  neutrality 
adjustment  factor  for  the  cancer  hospital 
payment  adjustment  by  comparing  the 
estimated  total  CY  2013  payments  under 
section  1833(t)  of  the  Act  including  the 
proposed  CY  2013  cancer  hospital 
payment  adjustment  to  the  estimated  CY 
2013  total  payments  using  the  CY  2012 
final  cancer  hospital  payment 
adjustment  under  sections 
1833(t)(18)(B)  and  1833(t)(2)(E)  of  the 
Act.  The  difference  in  the  CY  2013 
estimated  payments  due  to  applying  the 
proposed  CY  2013  cancer  hospital  . 
payment  adjustment  relative  to  the  CY 

2012  final  cancer  hospital  payment 
adjustment  does  not  have  a  significant 
impact  on  the  budget  neutrality 
calculation.  Therefore,  we  are  proposing 
to  apply  a  proposed  budget  neutrality 
adjustment  factor  of  1.0000  to  the 
conversion  factor  to  ensure  that  the 
cancer  hospital  payment  adjustment  is 
budget  neutral. 

For  this  proposed  rule,  we  estimate 
that  pass-through  spending  for  both 
drugs  and  biologicals  and  devices  for 
CY  2013  would  equal  approximately 
$84  million,  which  represents  0.18 
percent  of  total  projected  CY  2013  OPPS 
spending.  Therefore,  the  proposed 
conversion  factor  would  also  be 
adjusted  by  the  difference  between  the 
0.22  percent  estimate  of  pass-through 
spending  for  CY  2012  and  the  0.18 
percent  estimate  of  CY  2013  pass¬ 
through  spending,  resulting  in  a 
proposed  adjustment  for  CY  2013  of 
0.04  percent.  Finally,  estimated 
payments  for  outliers  would  remain  at 
1.0  percent  of  total  OPPS  payments  for 
CY  2013. 

The  proposed  OPD  fee  schedule 
increase  factor  of  2.1  percent  for  CY 

2013  (that  is,  the  estimate  of  the  hospital 
inpatient  market  basket  percentage 
increase  of  3.0  percent  less  the  proposed 
0.8  percentage  point  MFP  adjustment 
and  less  the  0.1  percentage  point 
required  under  section  1833(t)(3)(F)  of 
the  Act),  the  required  proposed  wage 
index  budget  neutrality  adjustment  of 
approximately  1.0003,  the  proposed 
cancer  hospital  payment  adjustment  of 
1.000,  and  the  proposed  adjustment  of 
0.04  percent  of  projected  OPPS 
spending  for  the  difference  in  the  pass¬ 
through  spending  result  in  a  proposed 
conversion  factor  for  CY  2013  of 
$71,537. 

Hospitals  that  fail  to  meet  the 
reporting  requirements  of  the  Hospital 


OQR  Program  would  continue  to  be 
subject  to  a  further  reduction  of  2.0 
percentage  points  to  the  OPD  fee 
schedule  increase  factor  adjustment  to 
the  conversion  factor  that  would  be 
used  to  calculate  the  OPPS  payment 
rates  made  for  their  services  as  required 
by  section  1833(t)(17)  of  the  Act.  For  a 
complete  discussion  of  the  Hospital 
OQR  Program  requirements  and  the 
payment  reduction  for  hospitals  that  fail 
to  meet  those  requirements,  we  refer 
readers  to  section  XV.F.  of  this  proposed 
rule.  To  calculate  the  proposed  CY  2013 
reduced  market  basket  conversion  factor 
for  those  hospitals  that  fail  to  meet  the 
requirements  of  the  Hospital  OQR 
Program  for  the  full  CY  2013  payment 
update,  we  are  proposing  to  make  all 
other  adjustments  discussed  above,  but 
using  a  proposed  reduced  OPD  fee 
schedule  update  factor  of  0.1  percent 
(that  is,  the  proposed  OPD  fee  schedule 
increase  factor  of  2.1  percent  further 
reduced  by  2.0  percentage  points  as 
required  by  section  1833(t)(17)(A)(i)  of 
the  Act  for  failure  to  comply  with  the 
Hospital  OQR  requirements).  This 
results  in  a  proposed  reduced 
conversion  factor  for  CY  2013  of 
$70,106  for  those  hospitals  that  fail  to 
meet  the  Hospital  OQR  requirements  (a 
difference  of  -$1,431  in  the  conversion 
factor  relative  to  those  hospitals  that 
met  the  Hospital  OQR  requirements). 

In  summary,  for  CY  201 3,  we  are 
proposing  to  use  a  conversion  factor  of 
$71,537  in  the  calculation  of  the 
national  unadjusted  payment  rates  for 
those  items  and  services  for  which 
payment  rates  are  calculated  using 
geometric  mean  costs.  For  further 
discussion  on  the  proposal  to  base  the 
CY  2013  OPPS  relative  payment  weights 
using  geometric  mean  costs,  we  refer 
readers  to  section  II.A.2.f.  of  this 
proposed  rule.  We  are  proposing  to 
amend  §419.32(b)(l)(iv)(B)  by  adding  a 
new  paragraph  [4]  to  reflect  the 
reductions  to  the  OPD  fee  schedule 
increase  factor  that  are  required  for  CY 
2013  in  order  to  satisfy  the  statutory 
requirements  of  sections  1833(t)(3)(F) 
and  (t)(3)(G)(ii)  of  the  Act.  We  are 
proposing  to  use  a  reduced  conversion 
factor  of  $70,106  in  the  calculation  of 
payments  for  hospitals  that  fail  to 
comply  with  the  Hospital  OQR  Program 
requirements  to  reflect  the  reduction  to 
the  OPD  fee  schedule  increase  factor 
that  is  required  by  section  1833(t)(17)  of 
the  Act. 

C.  Proposed  Wage  Index  Changes 

Section  1833(t)(2)(D)  of  the  Act 
requires  the  Secretary  to  determine  a 
wage  adjustment  factor  to  account  for 
geographic  wage  differences  in  a  portion 
of  the  OPPS  payment  rate,  which 
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includes  the  copayment  standardized 
amount  and  is  attributable  to  labor  and 
labor-related  costs.  This  portion  of  the 
OPPS  payment  rate  is  called  the  OPPS 
labor-related  share.  This  adjustment 
must  be  made  in  a  budget  neutral 
manner  and  budget  neutrality  is 
discussed  in  section  II.B.  of  this 
proposed  rule. 

The  OPPS  labor-related  share  is  60 
percent  of  the  national  OPPS  payment. 
This  labor-related  share  is  based  on  a 
regression  analysis  that  determined  that, 
for  all  hospitals,  approximately  60 
percent  of  the  costs  of  services  paid 
under  the  OPPS  were  attributable  to 
wage  costs.  We  confirmed  that  this 
labor-related  share  for  outpatient 
services  is  appropriate  during  our 
regression  analysis  for  the  payment 
adjustment  for  rural  hospitals  in  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68553).  Therefore,  we  are 
not  proposing  to  revise  this  policy  for 
the  CY  2013  OPPS.  We  refer  readers  to 
section  II.H.  of  this  proposed  rule  for  a 
description  and  example  of  how  the 
wage  index  for  a  particular  hospital  is 
used  to  determine  the  payment  for  the 
hospital. 

As  discussed  in  section  II.A.2.C.  of 
this  proposed  rule,  for  estimating  APC 
costs,  we  standardize  60  percent  of 
estimated  claims  costs  for  geographic 
area  wage  variation  using  the  same  FY 
2013  pre-reclassified  wage  index  that 
the  IPPS  uses  to  standcU’dize  costs.  This 
standardization  process  removes  the 
effects  of  differences  in  area  wage  levels 
from  the  determination  of  a  national 
unadjusted  OPPS  payment  rate  and  the 
copayment  amount. 

As  published  in  the  original  OPPS 
April  7,  2000  final  rule  with  comment 
period  (65  FR  18545),  the  OPPS  has 
consistently  adopted  the  final  fiscal  year 
IPPS  wage  index  as  the  calendar  year 
wage  index  for  adjusting  the  OPPS 
standard  payment  amounts  for  labor 
market  differences.  Thus,  the  wage 
index  that  applies  to  a  particular  acute 
care  short-stay  hospital  under  the  IPPS 
also  applies  to  that  hospital  under  the 
OPPS.  As  initially  explained  in  the 
September  8,  1998  OPPS  proposed  rule 
(63  FR  47576),  we  believed  that  using 
the  IPPS  wage  index  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall.  In 
accordance  with  section  1886(d)(3)(E)  of 
the  Act,  the  IPPS  wage  index  is  updated 
annually. 

The  Affordable  Care  Act  contained 
provisions  affecting  the  wage  index. 
These  provisions  were  discussed  in  the 
CY  2012  OPPS/ASC  final  rule  with 
comment  period  (77  FR  74191).  As 


discussed  in  that  final  rule  with 
comment  period,  section  10324  of  the 
Affordable  Care  Act  requires  a  “frontier 
State”  wage  index  floor  of  1.00  in 
certain  cases.  For  the  CY  2013  OPPS,  we 
are  proposing  to  implement  this 
provision  in  the  same  manner  as  we  did 
for  CY  2012.  That  is,  frontier  State 
hospitals  would  receive  a  wage  index  of 
1.00  if  the  otherwise  applicable  wage 
index  (including  reclassification,  rural 
floor,  and  rural  floor  budget  neutrality) 
is  less  than  1.00.  Similar  to  our  current 
policy  for  HOPDs  that  are  affiliated  with 
multicampus  hospital  systems,  the 
HOPD  would  receive  a  wage  index 
based  on  the  geographic  location  of  the 
specific  inpatient  hospital  with  which  it 
is  associated.  Therefore,  if  the 
associated  hospital  is  located  in  a 
frontier-  State,  the  wage  index 
adjustment  applicable  for  the  hospital 
would  also  apply  for  the  affiliated 
HOPD.  We  refer  readers  to  the  FY  2011 
and  FY  2012  IPPS/LTCH  PPS  final  rules 
(75  FR  50160  through  50161  and  76  FR 
51586,  respectively)  and  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
27951)  for  a  detailed  discussion 
regarding  this  provision,  including  our 
methodology  for  identifying  which  areas 
meet  the  definition  of  frontier  States  as 
provided  for  in  section 
1886(d)(3)(E)(iii)(II)  of  the  Act. 

In  addition  to  the  changes  required  by 
the  Affordable  Care  Act,  we  note  that 
the  proposed  FY  2013  IPPS  wage 
indices  continue  to  reflect  a  number  of 
adjustments  implemented  over  the  past 
few  years,  including,  but  not  limited  to, 
reclassification  of  hospitals  to  different 
geographic  areas,  the  rural  floor 
provisions,  an  adjustment  for 
occupational  mix,  and  an  adjustment  to 
the  wage  index  based  on  commuting 
patterns  of  employees  (the  out-migration 
adjustment).  We  refer  readers  to  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  27946  through  27955)  for  a  detailed 
discussion  of  all  proposed  changes  to 
the  FY  2013  IPPS  wage  indices.  In 
addition,. we  refer  readers  to  the  CY 
2005  OPPS  final  rule  with  comment 
period  (69  FR  65842  through  65844)  and 
subsequent  OPPS  rules  for  a  detailed 
discussion  of  the  history  of  these  wage 
index  adjustments  as  applied  under  the 
OPPS. 

Section  102  of  the  Medicare  and 
Medicaid  Extender  Act,  extended 
through  FY  2011,  section  508 
reclassifications  as  well  as  certain 
special  exceptions.  The  most  recent 
extension  of  these  special  wage  indices 
was  included  in  section  302  of  the 
Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  (Pub.  L.  112- 
78),  as  amended  by  section  3001  of  the 
Middle  Class  Tax  Relief  and  Job 


Creation  Act  of  2012  (Pub.  L.  112-96). 
These  legislative  provisions  extended 
certain  section  508  reclassifications  and 
special  exception  wage  indices  for  a  6- 
month  period  during  FY  2012,  from 
October  1,  2011  through  March  31, 

2012.  We  implemented  this  latest 
extension  in  a  notice  (CMS-1442-N) 
published  in  the  Federal  Register  on 
April  20,  2012  (77  FR  23722).  Therefore, 
the  extension  is  no  longer  applicable, 
effective  with  FY  2013.  As  we  did  for 
CY  2010,  we  revised  wage  index  values 
for  certain  special  exception  hospitals 
from  January  1,  2012  through  June  30, 
2012,  under  the  OPPS,  in  order  to  give 
these  hospitals  the  special  exception 
wage  indices  under  the  OPPS  for  the 
same  time  period  as  under  the  IPPS.  In 
addition,  because  the  OPPS  pays  on  a 
calendar  year  basis,  the  end  date  under 
the  OPPS  for  certain  nonsection  508  and 
nonspecial  exception  providers  to 
receive  special  wage  indices  was  June 
30,  2012,  instead  of  March  31,  2012,  so 
that  these  providers  also  received  a  full 
6  months  of  payment  under  the  revised 
wage  index  comparable  to  the  IPPS. 

For  purposes  of  the  OPPS,  we  are 
proposing  to  continue  our  policy  in  CY 
2013  of  allowing  non-IPPS  hospitals 
paid  under  the  OPPS  to  qualify  for  the 
out-migration  adjustment  if  they  are 
located  in  a  section  505  out-migration 
county  (section  505  of  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003  (MMA)).  We 
note  that,  because  non-IPPS  hospitals 
cannot  reclassify,  they  are  eligible  for 
•the  out-migration  wage  adjustment. 

Table  4J  listed  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (and  made 
available  via  the  Internet  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/ AcuteInpatientPPS/ 
index.html)  identifies  counties  eligible 
for  the  out-migration  adjustment  and 
hospitals  that  would  receive  the 
adjustment  for  FY  2013.  We  note  that, 
beginning  with  FY  201-2,  under  the 
IPPS,  an  eligible  hospital  that  waives  its 
Lugar  status  in  order  to  receive  the  out¬ 
migration  adjustment  has  effectively 
waived  its  deemed  urban  status  and, 
thus,  is  rural  for  all  purposes  under  the 
IPPS,  including  being  considered  rural 
for  the  disproportionate  share  hospital 
(DSH)  payment  adjustment,  effective  for 
the  fiscal  year  in  which  the  hospital 
receives  the  out-migration'adjustment. 
We  refer  readers  to  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  27952) 
for  a  more  detailed  discussion  on  the 
Lugar  redesignation  "waiver  for  the  out¬ 
migration  adjustment).  As  we  have  done 
in  prior  years,  we  are  including  Table  4J 
as  Addendum  L  to  this  proposed  rule 
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with  the  addition  of  non-IPPS  hospitals 
that  would  receive  the  section  505  out¬ 
migration  adjustment  under  the  CY 
2013  OPPS.  Addendum  L  is  available 
via  the  Internet  on  the  CMS  Web  site. 

In  response  to  concerns  frequently 
expressed  by  providers  and  other 
relevant  parties  that  the  current  wage 
index  system  does  not  effectively  reflect 
the  true  variation  in  labor  costs  for  a 
large  cross-section  of  hospitals,  two 
studies  were  undertaken  by  the 
Department.  First,  section  3137(b)  of  the 
Affordable  Care  Act  required  the 
Secretary  to  submit  to  Congress  a  report 
that  includes  a  plan  to  comprehensively 
reform  the  Medicare  wage  index  applied 
under  section  1886(d)  of  the  Act.  In 
developing  the  plan,  the  Secretary  was 
directed  to  take  into  consideration  the 
goals  for  reforming  the  wage  index  that 
were  set  forth  by  the  Medicare  Payment 
Advisory  Commission  (MedPAC)  in  its 
June  2007  report  entitled  “Report  to 
Congress:  Promoting  Greater  Efficiency 
in  Medicare”  and  to  “consult  with 
relevant  affected  parties.”  Second,  the 
Secretary  commissioned  the  Institute  of 
Medicine  (lOM)  to  “evaluate  hospital 
and  physician  geographic  payment 
adjustments,  the  validity  of  the 
adjustment  factors,  measures  and 
methodologies  used  in  those  factors, 
and  sources  of  data  used  in  those 
factors.”  Reports  on  both  of  these 
studies  for  geographic  adjustment  to 
hospital  payments  recently  have  been 
released.  For  summaries  of  the  studies, 
their  findings,  and  recommendations  on 
reforming  the  wage  index  system,  we 
refer  readers  to  section  IX. B.  of  the 
preamble  of  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28116 
through  28119). 

As  stated  earlier  in  this  section,  we 
continue  to  believe  that  using  the  IPPS 
wage  index  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall. 
Therefore,  we  are  proposing  to  use  the 
final  FY  2013  IPPS  wage  indices  for 
calculating  OPPS  payments  in  CY  2013. 
With  the  exception  of  the  proposed  out¬ 
migration  wage  adjustment  table 
(Addendum  L  to  this  proposed  rule, 
which  is  available  via  the  Internet  on 
the  CMS  Web  site),  which  includes  non- 
IPPS  hospitals  paid  under  the  OPPS,  we 
are  not  reprinting  the  proposed  FY  2013 
IPPS  wage  indices  referenced  in  this 
discussion  of  the  wage  index.  We  refer 
readers  to  the  CMS  Web  site  for  the 


OPPS  at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOu tpa tien tPPS/in dex.html.  At 
this  link,  readers  will  find  a  link  to  the 
proposed  FY  2013  IPPS  wage  index 
tables. 

D.  Proposed  Statewide  Average  Default 
CCRs 

In  addition  to  using  CCRs  to  estimate 
costs  from  charges  on  claims  for 
ratesetting,  CMS  uses  overall  hospital- 
specific  CCRs  calculated  from  the 
hospital’s  most  recent  cost  report  to 
determine  outlier  payments,  payments 
for  pass-through  devices,  and  monthly 
interim  transitional  corridor  payments 
under  the  OPPS  during  the  PPS  year. 
Medicare  contractors  cannot  calculate  a 
CCR  for  some  hospitals  because  there  is 
no  cost  report  available.  For  these 
hospitals,  CMS  uses  the  statewide 
average  default  CCRs  to  determine  the 
payments  mentioned  above  until  a 
hospital’s  Medicare  contractor  is  able  to 
calculate  the  hospital’s  actual  CCR  from 
its  most  recently  submitted  Medicare 
cost  report.  These  hospitals  include,  but 
are  not  limited  to,  hospitals  that  are 
new,  have  not  accepted  assignment  of 
an  existing  hospital’s  provider 
agreement,  and  have  not  yet  submitted 
a  cost  report.  CMS  also  uses  the 
statewide  average  default  CCRs  to 
determine  payments  for  hospitals  that 
appear  to  have  a  biased  CCR  (that  is,  the 
CCR  falls  outside  the  predetermined 
ceiling  threshold  for  a  valid  CCR)  or  for 
hospitals  in  which  the  most  recent  cost 
report  reflects  an  all-inclusive  rate 
status  (Medicare  Claims  Processing 
Manual  (Pub.  100-04),  Chapter  4, 
Section  10.11).  In  this  proposed  rule,  we 
are  proposing  to  update  the  default 
ratios  for  CY  2013  using  the  most  recent 
cost  report  data.  We  discuss  our  policy 
for  using  default  CCRs,  including  setting 
the  ceiling  threshold  for  a  valid  CCR,  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68594  through 
68599)  in  the  context  of  our  adoption  of 
an  outlier  reconciliation  policy  for  cost 
reports  beginning  on  or  after  January  1, 
2009. 

For  CY  2013,  we  are  proposing  to 
continue  to  use  our  standard 
methodology  of  calculating  the 
statewide  average  default  CCRs  using 
the  same  hospital  overall  CCRs  that  we 
use  to  adjust  charges  to  costs  on  claims 
data  for  setting  the  proposed  CY  2013 
OPPS  relative  weights.  Table  12  below 
lists  the  proposed  CY  2013  default 
urban  and  rural  CCRs  by  State  and 


compares  them  to  last  year’s  default 
CCRs.  These  proposed  CCRs  represent 
the  ratio  of  total  costs  to  total  charges  for 
those  cost  centers  relevant  to  outpatient 
services  from  each  hospital’s  most 
recently  submitted  cost  report,  weighted 
by  Medicare  Part  B  charges.  We  also  are 
proposing  to  adjust  ratios  from 
submitted  cost  reports  to  reflect  the  final 
settled  status  by  applying  the 
differential  between  settled  to  submitted 
overall  CCRs  for  the  cost  centers 
relevant  to  outpatient  services  from  the 
most  recent  pair  of  final  settled  and 
submitted  cost  reports.  We  then  weight 
each  hospital’s  CCR  by  the  volume  of 
separately  paid  line-items  on  hospital 
claims  that  correspond  to  the  year  of  the 
majority  of  cost  reports  used  to  calculate 
the  overall  CCRs.  We  refer  readers  to  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66680  through 
66682)  and  prior  OPPS  rules  for  a  more 
detailed  discussion  of  our  established 
methodology  for  calculating  the 
statewide  average  default  CCRs, 
including  the  hospitals  used  in  our 
calculations  and  our  trimming  criteria. 

For  this  CY  2013  OPPS/ASC  proposed 
rule,  approximately  62  percent  of  the 
submitted  cost  reports  utilized  in  the 
default  ratio  calculations  represented 
data  for  cost  reporting  periods  ending  in 
CY  2010,  and  approximately  38  percent 
were  for  cost  reporting  periods  ending 
in  CY  2009.  For  Maryland,  we  used  an 
overall  weighted  average  CCR  for  all 
hospitals  in  the  Nation  as  a  substitute 
for  Maryland  CCRs.  Few  hospitals  in 
Maryland  are  eligible  to  receive 
payment  under  the  OPPS,  which  limits 
the  data  available  to  calculate  an 
accurate  and  representative  CCR.  The 
weighted  CCR  is  used  for  Maryland 
because  it  takes  into  account  each 
hospital’s  volume,  rather  than  treating 
each  hospital  equally.  We  refer  readers 
to  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65822)  for 
further  discussion  and  the  rationale  for 
our  longstanding  policy  of  using  the 
national  average  CCR  for  Maryland.  In 
general,  observed  changes  in  the 
statewide  average  default  CCRs  between 
CY  2012  and  CY  2013  are  modest  and 
the  few  significant  changes  are 
associated  with  areas  that  have  a  small 
number  of  hospitals. 

Table  12  below  lists  the  proposed 
statewide  average  default  CCRs  for 
OPPS  services  burnished  on  or  after 
January  1,  2013. 
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Table  12— Proposed  CY  2013  Statewide  Average  CCRs 


State 

Urban/rural 

Proposed 

CY  2013  default 
CCR 

Previous  default 
CCR  (CY  2012 
OPPS  final  rule) 

ALASKA  . 

RURAL  . 

0.489 

0.487 

ALASKA  . 

URBAN  . ; . . 

0.303 

0.305 

ALABAMA  . 

RURAL  . 

0.208 

0.210 

ALABAMA  . 

URBAN  . 

0.193 

0.194 

ARKANSAS  . 

RURAL  . 

0.219 

0.221 

ARKANSAS  . 

URBAN  . 

0.233 

0.245 

ARIZONA . . . 

RURAL  . 

0.238 

0.237 

ARIZONA . ! . 

URBAN  . 

0.191 

0.190 

CALIFORNIA  . . . 

RURAL  . 

0.192 

0.193 

CALIFORNIA  . : . 

URBAN  . 

0.203 

0.201 

COLORADO  . 

RURAL  . . . 

0.331 

0.342 

COLORADO  . ; . 

URBAN  . 

0.227 

0.226 

CONNECTICUT . 

RURAL  . 

0.364 

0.365 

CONNECTICUT . 

URBAN  . 

0.287 

0.288 

DISTRICT  OF  COLUMBIA  . 

URBAN  . 

0.300 

0.302 

DELAWARE . 

RURAL  . - . 

0.280 

0.280 

DELAWARE . 

URBAN  . 

0.349 

0.347 

FLORIDA  . . . 

RURAL  . 

0.182 

0.182 

FLORIDA  . 

URBAN  . 

0.166 

0.164 

GEORGIA  . 

RURAL  . 

0.237 

0.238 

GEORGIA  . 

URBAN  . 

0.213 

0.214 

HAWAII  . 

RURAL  . 

0.323 

0.321 

HAWAII  . 

URBAN  . 

0.306 

0.306 

IOWA  . 

RURAL  . . . 

0.297 

0.296 

IOWA  . 

URBAN  . 

0.267 

0.269 

IDAHO  . 

RURAL  . 

0.417 

0.417 

IDAHO  . 

URBAN  . 

0.357 

0.353 

ILLINOIS  . 

RURAL  . 

0.239 

0.238 

ILLINOIS  . 

URBAN  . 

0.230 

0.230 

INDIANA  . 

RURAL  . 

0.285 

0.292 

INDIANA  . 

URBAN  . . 

0.256 

0.262 

KANSAS  . 

RURAL  . 

0.276 

0.279 

KANSAS  . 

URBAN  . 

0.211 

0.208 

KENTUCKY  . 

RURAL  . . 

0.215 

0.217 

KENTUCKY  . 

URBAN  . . . 

0.241 

0.239 

LOUISIANA . 

RURAL  . 

0.242 

0.247 

LOUISIANA . 

URBAN  . 

0.225 

0.224 

MARYLAND  . . . 

RURAL  . 

0.275 

0.276 

MARYLAND  . . 

URBAN  . 

0.246 

0.246 

MASSACHUSETTS  . 

RURAL  . 

0.427 

0.427 

MASSACHUSETTS  . 

URBAN  . 

0  322 

0.322 

MAINE  . 

RURAL  . . 

0.445 

0.438 

MAINE  . ; . 

URBAN  . . . 

0.449 

0.453 

MICHIGAN  . 

RURAL  . 

0.303 

0.305 

MICHIGAN  . 

URBAN  . 

0.302 

0.305 

MINNESOTA  . 

RURAL  . 

0.470 

0.482 

MINNESOTA  . 

URBAN  . . . 

0.321 

0.320 

MISSOURI  . 

RURAL  . . . 

0.242 

0.243 

MISSOURI . . 

URBAN  . 

0.263 

0.260 

MISSISSIPPI  . 

RURAL  . 

0.226 

0.224 

MISSISSIPPI  . 

URBAN  . 

0.183 

0.189 

MONTANA . , . 

RURAL  . 

0.431 

0.434 

MONTANA  . 

URBAN  . 

0.384 

0.386 

NORTH  CAROLINA  . 

RURAL  . 

0.253 

0.251 

NORTH  CAROLINA  . 

URBAN  . . . 

0.254 

0.257 

NORTH  DAKOTA  . 

RURAL  . 

0.322 

0.322 

NORTH  DAKOTA  . . . 

URBAN  . 

0.414 

0.421 

NEBRASKA  . 

RURAL  . 

0.318 

0.318 

NEBRASKA  . 

URBAN  . 

0.254 

0.252 

NEW  HAMPSHIRE  . 

RURAL  . 

0.317 

0.323 

NEW  HAMPSHIRE  . 

URBAN  . 

0.292 

0.291 

NEW  JERSEY  . 

URBAN  . 

0.207 

0.212 

NEW  MEXICO  . 

RURAL  . 

0.256 

0.264 

NEW  MEXICO  . 

URBAN  . 

0.278 

0.288 

NEVADA  . 

RURAL  . 

0.234 

0.233 

NEVADA  . 

URBAN  . 

0.162 

0.167 

NEW  YORK  . 

RURAL  . 

0.420 

0.419 

NEW  YORK  . 

URBAN  . 

0.367 

0.356 

OHIO . 

RURAL  . 

0.321 

0.320 

OHIO . 

URBAN  . 

0.237 

0.234 
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Table  12— Proposed  CY  2013  Statewide  Average  CCRs— Continued 


State 

Urban/rural 

Proposed 

CY  2013  default 
CCR 

Previous  default 
CCR  (CY  2012 
OPPS  final  rule) 

OKLAHOMA  . ; . 

RURAL  . 

0.239 

0.239 

OKLAHOMA  . 

URBAN  . 

0.213 

0.217 

OREGON  . 

RURAL  . 

0.314 

0.311 

OREGON  . 

URBAN  .  . 

0  335 

0  328 

PENNSYLVANIA  . 

RURAL  . 

0.266 

0.270 

PENNSYLVANIA  . 

URBAN  . 

0.200 

0.199 

PUERTO  RICO . . 

URBAN  . 

0.504 

0.492 

RHODE  ISLAND . 

URBAN  . 

0.264 

0.270 

SOUTH  CAROLINA . 

RURAL  . 

0.210 

0.211 

SOUTH  CAROLINA . 

URBAN  . 

0.215 

0.214 

SOUTH  DAKOTA  . 

RURAL  . :. . :.. 

0.307 

0.307 

SOUTH  DAKOTA  . 

URBAN  . 

0.252 

0.252 

TENNESSEE  . : . 

RURAL  . 

0.210 

0.211 

TENNESSEE  . 

URBAN  . 

0.195 

0.199 

TEXAS  . 

RURAL  . : . 

0.235  j 

0.236 

TEXAS  . 

URBAN  . 

0  205 

n 

UTAH  . 

RURAL  . 

0.373 

0.379 

UTAH  . 

URBAN  . 

0  359 

n  2.5q 

VIRGINIA  . 

RURAL  . 

0  227 

n  226 

VIRGINIA  . 

URBAN  . 

0  237 

0J239 

VERMONT  . 

RURAL  . . . . . 

0  408 

0  407 

VERMONT  . 

URBAN  . . 

0  384 

0  384 

WASHINGTON  . 

RURAL  . 

0  366 

0  368 

WASHINGTON  . 

URBAN  . 

0.301 

0  298 

WISCONSIN  . 

RURAL  . 

0.352 

0  351 

WISCONSIN  . . 

URBAN  . 

0.310 

0  311 

WEST  VIRGINIA  . 

RURAL  . 

0.281 

0  280 

WEST  VIRGINIA  . 

URBAN  . 

0.341 

0  337 

WYOMING  . 

RURAL  . 

0.379 

0  386 

WYOMING  . ;.... 

URBAN  . 

0.301 

0.302 

E.  Proposed  OPPS  Payments  to  Certain 
Rural  and  Other  Hospitals 

1.  Hold  Harmless  Transitional  Payment 
Changes 

When  the  OPPS  was  implemented, 
every  provider  was  eligible  to  receive  an 
additional  payment  adjustment  (called 
either  transitional  corridor  payments  or 
transitional  outpatient  payments 
(TOPs))  if  the  payments  it  received  for 
covered  OPD  services  under  the  OPPS 
were  less  than  the  payments  it  would 
have  received  for  the  same  services 
under  the  prior  reasonable  cost-based 
system  (referred  to  as  the  pre-BBA 
amount).  Section  1833(t)(7)  of  the  Act 
provides  that  the  TOPs  were  temporary 
payments  for  most  providers  and 
intended  to  ease  their  transition  from 
the  prior  reasonable  cost-based  payment 
system  to  the  OPPS  system.  There  are 
two  types  of  hospitals  excepted  from  the 
policy  described  above,  cancer  hospitals 
and  children’s  hospitals.  Specifically, 
such  a  hospital  could  receive  TOPs  to 
the  extent  its  PPS  amount  was  less  than 
its  pre-BBA  amount  in  the  applicable 
year.  Section  1833(t)(7)(D)(i)  of  the  Act 
originally  provided  for  TOPs  to  rural 
hospitals  with  100  or  fewer  beds  for 
covered  OPD  services  furnished  before 
January  1,  2004.  However,  section  411 


of  Public  Law  108-173  (the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003)  amended 
section  1833(t)(7)(D)(i)  of  the  Act  to 
extend  these  payments  through 
December  31,  2005,  for  rural  hospitals 
with  100  or  fewer  beds.  Section  411  also 
extended  the  TOPs  to  sole  community 
hospitals  (SCHs)  located  in  rural  areas 
for  services  furnished  during  the  period 
that  began  with  the  provider’s  first  cost 
reporting  period  beginning  on  or  after 
January  1,  2004,  and  ending  on 
December  31,  2005.  Accordingly,  the 
authority  for  making  TOPs  under 
section  1833(t)(7)(D)(i)  of  the  Act,  as 
amended  by  section  411  of  Public  Law 
108-173,  for  rural  hospitals  having  100 
or  fewer  beds  and  SCHs  located  in  rural 
areas  expired  on  December  31,  2005. 

Section  5105  of  Public  Law  109—171 
(the  Deficit  Reduction  Act  of  2005) 
extended  the  TOPs  for  covered  OPD 
services  furnished  on  or  after  January  1, 
2006,  and  before  January  1,  2009,  for 
rural  hospitals  having  100  or  fewer  beds 
that  are  not  SCHs.  Section  5105  of 
Public  Law  109-171  also  reduced  the 
TOPs  to  rural  hospitals  fi'om  100 
percent  of  the  difference  between  the 
provider’s  OPPS  payments  and  the  pre- 
BBA  amount.  This  provision  provided 
that,  in  cases  in  which  the  OPPS 


payment  was  less  than  the  provider’s 
pre-BBA  amount,  the  amount  of 
payment  would  be  increased  by  95 
percent  of  the  amount  of  the  difference 
between  the  two  amounts  for  CY  2006, 
by  90  percent  of  the  amount  of  that 
difference  for  CY  2007,  and  by  85 
percent  of  the  amount  of  that  difference 
for  CY  2008. 

For  CY  2006,  we  implemented  section 
5105  of  Public  Law  109-171  through 
Transmittal  877,  issued  on  February  24, 
2006.  In  the  Transmittal,  we  did  not 
specifically  address  whether  TOPs 
applied  to  essential  access  community 
hospitals  (EACHs),  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5)(D)(iii)(III)  of  the  Act. 
Accordingly,  by  law,  EACHs  are  treated 
as  SCHs.  In  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68010),  we  stated  that  EACHs  were  not 
eligible  for  TOPs  under  Public  Law  109- 
171.  However,  we  stated  they  were 
eligible  for  the  adjustment  for  rural 
SCHs  authorized  under  section  411  of 
Public  Law  108-173.  In  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68010  and  68228),  we 
updated  §  419.70(d)  of  our  regulations  to 
reflect  the  requirements  of  Public  Law 
109-171. 
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In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41461),  we  stated  that, 
effective  for  services  provided  on  or 
after  January  1,  2009,  rural  hospitals 
with  100  or  fewer  beds  that  are  not 
SCHs  would  no  longer  be  eligible  for 
TOPs,  in  accordance  with  section  5105 
of  Public  Law  109-171.  However, 
subsequent  to  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  147  of 
Public  Law  110-275  (the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008)  amended  section 
1833(t)(7)(D)(i)  of  the  Act  by  extending 
the  period  of  TOPs  to  rural  hospitals 
with  100  beds  or  fewer  for  1  year,  for 
services  provided  before  January  1, 

2010.  Section  147  of  Public  law  110- 
275  also  extended  TOPs  to  SCHs 
(including  EACHs)  with  100  or  fewer 
beds  for  covered  OPD  services  provided 
on  or  after  January  1,  2009,  and  before 
January  1,  2010.  In  accordance  with 
section  147  of  Public  Law  110-275, 
when  the  OPPS  payment  is  less  than  the 
provider’s  pre-BBA  amount,  the  amount 
of  payment  is  increased  by  85  percent 
of  the  amount  of  the  difference  between 
the  two  payment  amounts  for  CY  2009. 

For  CY  2009,  we  revised  our 
regulations  at  §§  419.70(d)(2)  and  (d)(4) 
and  added  a  paragraph  (d)(5)  to 
incorporate  the  provisions  of  section 
147  of  Public  law  110-275.  In  addition, 
we  made  other  technical  changes  to 
§  419.70(d)(2)  to  more  precisely  capture 
our  existing  policy  and  to  correct  an 
inaccurate  cross-reference.  We  also 
made  technical  corrections  to  the  cross- 
references  in  paragraphs  (e),  (g),  and  (i) 
of  §419.70. 

For  CY  2010,  we  made  a  technical 
correction  to  the  heading  of 
§  419.70(d)(5)  to  correctly  identify  the 
policy  as  described  in  the  subsequent 
regulation  text.  The  paragraph  heading 
now  indicates  that  the  adjustment 
applies  to  small  SCHs,  rather  than  to 
rural  SCHs. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60425),  we 
stated  that,  effective  for  services 
provided  on  or  after  January  1,  2010, 
rural  hospitals  and  SCHs  (including 
EACHs)  having  100  or  fewer  beds  would 
no  longer  be  eligible  for  TOPs,  in 
accordance  with  section  147  of  Public 
Law  110-275.  However,  subsequent  to 
issuance  of  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period,  section 
3121(a)  of  the  Affordable  Care  Act  (Pub. 
L.  111-148)  amended  section 
1833(t)(7)(D)(i)(III)  of  the  Act  by 
extending  the  period  of  TOPs  to  rural 
hospitals  that  are  not  SCHs  with  100 
beds  or  fewer  for  1  year,  for  services 
provided  before  January  1,  2011.  Section 
3121(a)  of  the  Affordable  Care  Act 
amended  section  1833(t)(7)(D)(i)(in)  of 


the  Act  and  extended  the  period  of 
TOPs  to  SCHs  (including  EACHs)  for 
1  year,  for  services  provided  before 
January  1.  2011,  and  section  3121(b)  of 
the  Affordable  Care  Act  removed  the 
100-bed  limitation  applicable  to  such 
SCHs  for  covered  OPD  services 
furnished  on  and  after  January  1,  2010, 
and  before  January  1,  2011.  In 
accordance  with  section  3121  of  the 
Affordable  Care  Act,  when  the  OPPS 
payment  is  less  than  the  provider’s  pre- 
BBA  amount,  the  amount  of  payment  is 
increased  by  85  percent  of  the  amount 
of  the  difference  between  the  two 
payment  amounts  for  CY  2010. 
Accordingly,  in  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
71882),  we  updated  §  419.70(d)  of  the 
regulations  to  reflect  the  self- 
implementing  TOPs  extensions  and 
amendments  described  in  section  3121 
of  the  Affordable  Care  Act. 

Section  108  of  the  Medicare  and 
Medicaid  Extenders  Act  of  2010 
(MMEA)  (Pub.  L.  111-309)  extended  for 
1  year  the  hold  harmless  provision  for 
a  rural  hospital  with  100  or  fewer  beds 
that  is  not  an  SCH  (as  defined  in  section 
1886(d)(5)(D)(iii)  of  the  Act).  Therefore, 
for  such  a  hospital,  for  services 
furnished  before  Janueiry  1,  2012,  when 
the  PPS  amount  is  less  than  the 
provider’s  pre-BBA  amount,  the  amount 
of  payment  to  the  hospital  is  increased 
by  85  percent  of  the  amount  of  the 
difference  between  the  two  payments.  In 
addition,  section  108  of  the  MMEA  also 
extended  for  1  yeeir  the  hold  harmless 
provision  for  an  SCH  (as  defined  in 
section  1886(d)(5)(D)(iii)  of  the  Act 
(including  EACHs)  and  removed  the 
100-bed  limit  applicable  to  such  SCHs 
for  covered  OPD  services  furnished  on 
or  after  January  1,  2010,  and  before 
January  1,  2012.  Therefore,  for  such 
hospitals,  for  services  furnished  before 
January  1,  2012,  when  the  PPS  amount 
is  less  than  the  provider’s  pre-BBA 
amount,  the  amount  of  payment  to  the 
hospital  is  increased  by  85  percent  of 
the  amount  of  the  difference  between 
the  two  payments.  Effective  for  services 
provided  on  or  after  January  1,  2012,  a 
rural  hospital  with  100  or  fewer  beds* 
that  is  not  an  SCH  and  an  SCH 
(including  EACHs)  sue  no  longer  be 
eligible  for  TOPs,  in  accordance  with 
section  108  of  the  MMEA.  In  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74199),  we 
revised  our  regulations  at  §  419.70(d)  to 
conform  the  regulation  text  to  the  self- 
implementing  provisions-of  section  108 
of  the  MMEA  described  above. 

Subsequent  to  issucmce  of  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period,  section  308  of  the 
Temporary  Payroll  Tax  Cut 


Continuation  Act  of  CY  2011  (Pub.  L. 
112-78),  as  amended  by  section  3002  of 
the  Middle  Class  Teix  Relief  and  Jobs 
Creation  Act  (Pub.  L.  112-96),  extended 
through  December  31,  2012,  the  hold 
harmless  provision  for  a  rural  hospital 
with  100  or  fewer  beds  that  is  not  an 
SCH  (as  defined  in  section 
1886(d)(5)(D)(iii)  of  the  Act).  Therefore, 
for  such  a  hospital,  for  services 
furnished  before  January  1,  2013,  when 
the  PPS  amount  is  less  than  the 
provider’s  pre-BBA  amount,  the  amount 
of  payment  is  increased  by  85  percent 
of  the  cimount  of  the  difference  between 
the  two  payments. 

Section  308  of  Public  Law  112-78 
also  extended  through  February  29, 

2012  the  hold  harmless  provision  for  an 
SCH  (as  defined  in  section 
1886(d)(5)(D)(iii)  of  the  Act),  including 
an  EACH,  without  the  bed  size 
limitation.  Therefore,  for  such  hospitals, 
for  services  furnished  before  March  1, 
2012,  when  the  PPS  amount  is  less  than 
the  provider’s  pre-BBA  amount,  the 
amount  of  payment  is  increased  by  85 
percent  of  the  amount  of  the  difference 
between  the  two  payments.  However, 
section  3002  of  Public  Law  112-96 
extended  through  December  31,  2012, 
the  hold  harmless  provision  for  an  SCH 
(as  defined  in  section  1886(d)(5)(D)(iii) 
of  the  Act),  including  an  EACH,  that  has 
no  more  than  100  beds.  Therefore,  for 
such  hospitals,  for  services  furnished 
before  January  1,  2013,  when  the  PPS 
amount  is  less  than  the  provider’s  pre- 
BBA  amount,  the  amount  of  payment  is 
increased  by  85  percent  of  the  amount 
of  the  difference  between  the  two 
payments.  Accordingly,  we  are  , 
proposing  to  revise  §  419.70(d)  of  the 
regulations  to  reflect  the  TOPs 
extensions  and  amendments  described 
in  section  308  of  Public  Law  112-78  and 
section  3002  of  Public  Law  112-96. 

Effective  for  services  provided  on  or 
after  March  1,  2012,  SCHs  (including 
EACHs)  with  greater  than  100  beds  are 
no  longer  eligible  for  TOPs,  in 
accordance  with  section  308  of  Public 
Law  112-78.  Effective  for  services 
provided  on  or  after  January  1,  2013,  a 
rural  hospital  with  100  or  fewer  beds 
that  is  not  an  SCH  and  an  SCH 
(including  an  EACH)  are  no  longer 
eligible  for  TOPs,  in  accordance  with 
section  3002  of  Public  Law  112-96. 

2.  Proposed  Adjustment  for  Rural  SCHs 
and  EACHs  Under  Section 
1833(t)(13)(B)  of  the  Act 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68556),  we 
finalized  a  payment  increase  for  rural 
SCHs  of  7.1  percent  for  all  services  and 
procedures  paid  under  the  OPPS, 
excluding  drugs,  biologicals, 
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brachytherapy  sources,  and  devices  paid 
under  the  pass-through  payment  policy 
in  accordance  with  section 
1833(t){13)(B)  of  the  Act,  as  added  by 
section  411  of  Public  Law  108-173. 
Section  411  gave  the  Secretary  the 
authority  to  make  an  adjustment  to 
OPPS  payments  for  nual  hospitals, 
effective  January  1,  2006,  if  justified  by 
a  study  of  the  difference  in  costs  by  APC 
between  hospitals  in  rural  areas  emd 
hospitals  in  urban  areas.  Our  analysis 
showed  a  difference  in  costs  for  rural 
SCHs.  Therefore,  for  the  CY  2006  OPPS, 
we  finalized  a  payment  adjustment  for 
rural  SCHs  of  7.1  percent  for  all  services 
and  procedures  paid  under  the  OPPS, 
excluding  separately  payable  drugs  and 
biologicals,  brachytherapy  sources,  and 
devices  paid  under  the  pass-through 
payment  policy,  in  accordance  with 
section  1833(t)(13)(B)  of  the  Act. 

In  CY  2007,  we  became  aware  that  we 
did  not  specifically  address  whether  the 
adjustment  applies  to  EACHs,  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5)(D)(iii)(III)  of  the  Act.  Thus, 
under  the  statute,  EACHs  are  treated  as  • 
SCHs.  Therefore,  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68010  and  68227),  for  purposes  of 
receiving  this  rural  adjustment,  we 
revised  §  419.43(g)  to  clarify  that  EACHs 
are  also  eligible  to  receive  the  rural  SCH 
adjustment,  assuming  these  entities 
otherwise  meet  the  rural  adjustment 
criteria.  Currently,  three  hospitals  are 
classified  as  EACHs,  and  as  of  CY  1998, 
under  section  4201(c)  of  Public  Law 
105-33,  a  hospital  can  no  longer  become 
newly  classified  as  an  EACH. 

This  adjustment  for  rural  SCHs  is 
budget  neutral  and  applied  before 
calculating  outlier  payments  and 
copayment.  As  we  stated  in  the  CY  2006 
OPPS  final  rule  with  comment  period 
(70  FR  68560),  we  would  not  reestablish 
the  adjustment  amount  on  an  annual 
basis,  but  we  may  review  the  adjustment 
in  the  future  and,  if  appropriate,  would 
revise  the  adjustment.  We  provided  the 
same  7.1  percent  adjustment  to  rural 
SCHs,  including  EACHs,  again  in  CYs 

2008  through  2012.  Further,  in  the  CY 

2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68590),  we 
updated  the  regulations  at  §  419.43(g)(4) 
to  specify,  in  general  terms,  that  items 
paid  at  charges  adjusted  to  costs  by 
application  of  a  hospital-specific  CCR 
are  excluded  from  the  7.1  percent 
payment  adjustment. 

For  the  CY  2013  OPPS,  we  are 
proposing  to  continue  our  policy  of  a 
budget  neutral  7.1  percent  payment 
adjustment  for  rural  SCHs,  including 
EACHs,  for  all  services  and  procedures 
paid  under  the  OPPS,  excluding 
separately  payable  drugs  and 


biologicals,  devices  paid  under  the  pass¬ 
through  payment  policy,  and  items  paid 
at  charges  reduced  to  costs  (76  FR 
46232).  We  intend  to  reassess  the  7.1 
percent  adjustment  in  the  future  by 
examining  differences  between  urban 
hospitals’  costs  and  rural  hospitals’ 
costs  using  updated  claims  data,  cost 
reports,  and  provider  information. 

F.  Proposed  OPPS  Payments  to  Certain 
Cancer  Hospitals  Described  by  Section 
■  1 886(d)(l  }(B)(v)  of  the  Act 

1.  Background 

Since  the  inception  of  the  OPPS, 
which  was  authorized  by  the  Balanced 
Budget  Act  of  1997  (BBA),  Medicare  has 
paid  cancer  hospitals  identified  in 
section  1886(d)(l)(B)(v)  of  the  Act 
(cancer  hospitals)  under  the  OPPS  for 
covered  outpatient  hospital  services. 
There  are  11  cancer  hospitals  that  meet 
the  classification  criteria  in  section 
1886(d)(l)(B)(v)  of  the  Act.  These  11 
cancer  hospitals  are  exempted  from 
payment  under  the  IPPS.  With  the 
Medicare,  Medicaid  and  SCHEP 
Balanced  Budget  Refinement  Act  of 
1999,  Congress  created  section 
1833(0(7)  of  the  Act,  “Transitional 
Adjustment  to  Limit  Decline  in 
Payment,”  to  serve  as  a  permanent 
payment  floor  by  limiting  cancer 
hospitals’  potential  losses  under  the 
OPPS.  Through  section  1833(t)(7)(D)(ii) 
of  the  Act,  a  cancer  hospital  receives  the 
full  amount  of  the  difference  between 
payments  for  covered  outpatient 
services  under  the  OPPS  and  a  “pre- 
BBA”  amount.  That  is,  cancer  hospitals 
are  permanently  held  harmless  to  their 
“pre-BBA”  amount,  and  they  receive 
TOPs  to  ensure  that  they  do  not  receive 
a  payment  that  is  lower  under  the  OPPS 
than  the  payment  they  would  have 
received  before  implementation  of  the 
OPPS,  as  set  forth  in  section 
1833(t)(7)(F)  of  the  Act.  The  “pre-BBA” 
payment  amount  is  an  amount  equal  to 
the  product  of  the  reasonable  cost  of  the 
hospital  for  covered  outpatient  services 
for  the  portions  of  the  hospital’s  cost 
reporting  period  (or  periods)  occurring 
in  the  current  year  and  the  base 
payment-to-cost  ratio  (PCR)  for  the 
hospital.  The  “pre-BBA”  amount, 
including  the  determination  of  the  base  ‘ 
PCR,  are  defined  at  42  CFR  419.70(f). 
TOPs  are  calculated  on  Worksheet  E, 

Part  B,  of  the  Hospital  and  Hospital 
Health  Care  Complex  Cost  Report  (Form 
CMS-2552-96  or  Form  CMS-2552-10, 
as  applicable)  each  year.  Section 
1833(t)(7)(I)  of  the  Act  exempts  TOPs 
from  budget  neutrality  calculations. 

Section  3138  of  the  Affordable  Care 
Act  amended  section  1833(t)  of  the  Act 
by  adding  a  new  paragraph  (18),  which 


instructs  the  Secretary  to  conduct  a 
study  to  determine  if,  under  the  OPPS, 
outpatient  costs  incurred  by  cancer 
hospitals  described  in  section 
1886(d)(l)(B)(v)  of  the  Act  with  respect 
to  APC  groups  exceed  the  costs  incurred 
by  other  hospitals  furnishing  services 
under  section  1633(t)  of  the  Act,  as 
determined  appropriate  by  the^ 

Secretary.  In  addition,  section  3138  of 
the  Affordable  Care  Act  requires  the 
Secretary  to  take  into  consideration  the 
cost  of  drugs  and  biologicals  incurred  by 
such  hospitals  when  studying  cancer 
hospital  costliness.  Further,  section 
3138  of  the  Affordable  Care  Act 
provides  that  if  the  Secretary  determines 
that  cancer  hospitals'  costs  with  respect 
to  APC  groups  are  determined  to  be 
greater  than  the  costs  of  other  hospitals 
furnishing  services  under  section 
1833(t)  of  the  Act,  the  Secretary  shall 
provide  an  appropriate  adjustment 
under  section  1833(t)(2)(E)  of  the  Act  to 
reflect  these  higher  costs.  After 
conducting  the  study  required  by 
section  3138,  we  determined  in  2012 
that  outpatient  costs  incurred  by  the  1 1 
specified  cancer  hospitals  were  greater 
than  the  costs  incurred  by  other  OPPS 
hospitals.  For  a  complete  discussion 
regarding  the  cancer  hospital  cost  study, 
we  refer  readers  to  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74200  through  74201). 

Based  on  our  findings  that  costs 
incurred  by  cancer  hospitals  were 
greater  than  the  costs  incurred  by  other 
OPPS  hospitals,  we  finalized  a  policy  to 
provide  a  payment  adjustment  to  the  1 1 
specified  cancer  hospitals  that  reflects 
the  higher  outpatient  costs  as  discussed 
in  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74202 
through  74206).  Specifically,  we 
adopted  a  policy  to  provide  additional 
payments  to  each  of  the  11  cancer 
hospitals  so  that  each  cancer  hospital’s 
final  PCR  for  services  provided  in  a 
given  calendar  year  is  equal  to  the 
weighted  average  PCR  (which  we  refer 
to  as  the  “target  PCR”)  for  other 
hospitals  paid  under  the  OPPS.  The 
target  PCR  is  set  in  advance  of  the 
calendar  year  and  is  calculated  using 
the  most  recent  submitted  or  settled  cost 
report  data  that  are  available  at  the  time 
of  final  rulemaking  for  the  calendar 
year.  The  amount  of  the  payment 
adjustment  is  made  on  an  aggregate 
•basis  at  cost  report  settlement.  We  note 
that  the  changes  made  by  section 
1833(t)(18)  of  the  Act  do  not  affect  the 
existing  statutory  provisions  that 
provide  for  TOPs  for  cancer  hospitals. 
The  TOPs  are  assessed  as  usual  after  all 
payments,  including  the  cancer  hospital 
payment  adjustment,  have  been  made 
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for  a  cost  reporting  period.  For  CY  2012, 
the  target  PCR  for  purposes  of  the  cancer 
hospital  payment  adjustment  is  0.91. 

2.  Proposed  Payment  Adjustment  for 
Certain  Cancer  Hospitals  for  CY  2013 

For  CY  2013,  we  are  proposing  to 
continue  oiu  policy  to  provide 
additional  payments  to  cancer  hospitals 
so  that  eafih  cancer  hospital’s  final  PCR 
is  equal  to  the  weighted  average  PCR  (or 
“target  PCR”)  for  the  other  OPPS 
hospitals  using  the  most  recent 
submitted  or  settled  cost  report  data  that 
are  available  at  the  time  of  this  proposed 
rule.  To  calculate  the  proposed  CY  2013 
target  PCR,  we  used  the  same  extract  of 
cost  report  data  from  HCRIS,  as 
discussed  in  section  II.  A  of  this 
proposed  rule,  used  to  estimate  costs  for 
the  CY  2013  OPPS.  Using  these  cost 
report  data,  we  included  data  from 
Worksheet  E,  Part  B,  for  each  hospital, 
using  data  from  each  hospital’s  most 
recent  cost  report,  whether  as  submitted 
or  settled.  We  then  limited  the  dataset 
to  the  hospitals  with  CY  2011  claims 
data  that  we  used  to  model  the  impact 
of  the  proposed  CY  2013  APC  relative 
weights  (3,975  hospitals)  because  it  is 
appropriate  to  use  the  same  set  of 
hospitals  that  we  are  using  to  calibrate 
the  modeled  CY  2013  OPPS.  The  cost 
report  data  for  the  hospitals  in  this 
dataset  were  from  cost  report  periods 
with  fiscal  year  ends  ranging  from  2010 
to  2011.  We  then  removed  the  cost 
report  data  of  the  48  hospitals  located  in 
Puerto  Rico  from  our  dataset  because  we 
do  not  believe  that  their  cost  structure 
reflects  the  costs  of  most  hospitals  paid 
under  the  OPPS  and,  therefore,  their 
inclusion  may  bias  the  calculation  of 
hospital-weighted  statistics.  We  also 
removed  177  hospitals  with  cost  report 
data  that  were  not  complete  (missing 
aggregate  OPPS  payments,  missing 
aggregate  cost  data,  or  missing  both),  so 
that  all  cost  reports  in  the  study  would 
have  both  the  payment  and  cost  data 
necessary  to  calculate  a  PCR  for  each 
hospital,  leading  to  a  proposed  analytic 
file  of  3,750  hospitals  with  cost  report 
data. 

Using  this  smaller  dataset  of  cost 
report  data,  we  estimated  that,  on 
average,  the  OPPS  payments  to  other 
hospitals  furnishing  services  under  the 
OPPS  are  approximately  91  percent  of 
reasonable  cost  (weighted  average  PCR 
of  0.91),  Based  on  these  data,  we  are 
proposing  a  target  PCR  of  0.91  that 
would  be  used  to  determine  the  CY 
2013  cancer  hospital  payment 
adjustment  that  would  be  paid  at  cost 
report  settlement.  Therefore,  we  are 
proposing  that  the  payment  amount 
associated  with  the  cancer  hospital 
payment  adjustment  to  be  determined  at 


cost  report  settlement  would  be  the 
additional  payment  needed  to  result  in 
a  proposed  target  PCR  equal  to  0.91  for 
each  cancer  hospital. 

G.  Proposed  Hospital  Outpatient  Outlier 
Payments 

1.  Background 

Currently,  the  OPPS  provides  outlier 
payments  on  a  service-by-service  basis. 

In  CY  2011,  the  outlier  threshold  was 
determined  to  be  met  when  the  cost  of 
furnishing  a  service  or  procedure  by  a 
hospital  exceeds  1.75  times  the  APC 
payment  amount  and  exceeds  the  APC 
payment  rate  plus  a  $2,025  fixed-dollar 
threshold.  We  introduced  a  fixed-dollar 
threshold  in  CY  2005,  in  addition  to  the 
traditional  multiple  threshold,  in  order 
.  to  better  target  outlier  payments  to  those 
high  cost  and  complex  procedures 
where  a  very  costly  service  could 
present  a  hospital  with  significant 
financial  loss.  If  the  cost  of  a  service 
meets  both  of  these  conditions,  the 
multiple  threshold  and  the  fixed-dollar 
threshold,  the  outlier  payment  is 
calculated  as  50  percent  of  the  amount 
by  which  the  cost  of  furnishing  the 
service  exceeds  1.75  times  the  APC 
payment  rate.  Before  CY  2009,  this 
outlier  payment  had  historically  been 
considered  a  final  payment  by 
longstanding  OPPS  policy.  However,  we 
implemented  a  reconciliation  process 
similar  to  the  IPPS  outlier  reconciliation 
process  for  cost  reports  with  cost 
reporting  periods  beginning  on  or  after 
January  1,  2009,  in  our  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68594  through  68599). 

It  has  been  our  policy  for  the  past 
several  years  to  report  the  actual  amount 
of  outlier  payments  as  a  percent  of  total 
spending  in  the  f;laims  being  used  to 
model  the  proposed  OPPS.  Our  current 
estimate  of  total  outlier  payments  as  a 
percent  of  total  CY  2011  OPPS  payment, 
using  available  CY  2011  claims  and  the 
revised  OPPS  expenditure  estimate  for 
the  2012  Trustee’s  Report,  is 
approximately  1.06  percent  of  the  total 
aggregated  OPPS  payments.  Therefore, 
for  CY  2011,  we  estimate  that  we  paid 
0.06  percent  above  the  CY  2011  outlier 
target  of  1.0  percent  of  total  aggregated 
OPPS  payments. 

As  explained  in  the  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period  (75 
FR  71887  through  71889),  we  set  our 
’  projected  target  for  aggregate  outlier 
payments  at  1.0  percent  of  the  estimated 
aggregate  total  payments  under  the 
OPPS  for  CY  2011.  The  outlier 
thresholds  were  set  so  that  estimated  CY 
2011  aggregate  outlier  payments  would 
equal  1.0  percent  of  the  total  estimated 
aggregate  payments  under  the  OPPS. 


Using  CY  2011  claims  data  and  CY  2012 
payment  rates,  we  currently  estimate 
that  the  aggregate  outlier  payments  for 
CY  2012  will  be  approximately  1.03 
percent  of  the  total  CY  2012  OPPS 
payments.  The  difference  between  1.0 
percent  and  1.03  percent  is  reflected  in 
the  regulatory  impact  analysis  in  section 
XXII.  of  this  proposed  rule.  We  note  that 
we  provide  proposed  estimated  CY  2013 
outlier  payments  for  hospitals  and 
CMHCs  with  claims  included  in  the 
claims  data  that  we  used  to  model 
impacts  in  the  Hospital-Specific 
Impacts — Provider-Specific  Data  file  on 
the  CMS  Web  site  at;  http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 

Hospi  talOu  tpatien  tPPS/in  dex.  b  tml. 

2.  Proposed  Outlier  Calculation 

For  CY  2013,  we  are  proposing  to 
continue  our  policy  of  estimating  outlier 
payments  to  be  1.0  percent  of  the 
estimated  aggregate  total  payments 
under  the  OPPS  for  outlier  payments. 

We  are  proposing  that  a  portion  of  that 
1.0  percent,  an  amount  equal  to  0.12 
percent  of  outlier  payments  (or  0.0012 
percent  of  total  OPPS  payments)  would 
be  allocated  to  CMHCs  for  PHP  outlier 
payments.  This  is  the  amount  of 
estimated  outlier  payments  that  would 
result  from  the  proposed  CMHC  outlier 
threshold  as  a  proportion  of  total 
estimated  OPPS  outlier  payments.  As 
discussed  in  section  VIII.C.  of  this 
proposed  rule,  for  CMHCs,  we  are 
proposing  to  continue  our  longstanding 
policy  that  if  a  CMHC’s  cost  for  partial 
hospitalization  services,  paid  under 
either  APC  0172  (Level  I  Partial 
Hospitalization  (3  services)  for  CMHCs) 
or  APC  0173  (Level  II  Partial 
Hospitalization  (4  or  more  services)  for 
CMHCs),  exceeds  3.40  times  the 
payment  for  APC  0173,  the  outlier 
payment  would  be  calculated  as  50 
percent  of  the  amount  by  which  the  cost 
exceeds  3.40  times  the  APC  0173 
payment  rate.  For  further  discussion  of 
CMHC  outlier  payments,  we  refer 
readers  to  section  VIII.C.  of  this 
proposed  rule. 

To  ensure  that  the  estimated  CY  2013 
aggregate  outlier  payments  would  equal 
1.0  percent  of  estimated  aggregate  total 
payments  under  the  OPPS,  we  are 
proposing  that  the  hospital  outlier 
threshold  be  set  so  that  outlier  payments 
would  be  triggered  when  the  cost  of 
furnishing  a  service  or  procedure  by  a 
hospital  exceeds  1.75  times  the  APC 
payment  amount  and  exceeds  the  APC 
payment  rate  plus  a  $2,400  fixed-dollar 
threshold.  This  proposed  threshold 
reflects  the  methodology  discussed 
below  in  this  section,  as  well  as  the 
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proposed  APC  recalibration  for  CY 
2013. 

We  calculated  the  proposed  fixed- 
dollar  threshold  for  this  proposed  rule 
using  largely  the  same  methodology  as 
we  did  in  CYs  2011  and  2012  (75  FR 
71887  through  71889  and  76  FR  74207 
through  74209).  For  purposes  of 
estimating  outlier  payments  for  this 
proposed  rule,  we  used  the  hospital- 
specific  overall  ancillary  CCRs  available 
in  the  April  2012  update  to  the 
Outpatient  Provider-Specific  File 
(OPSF).  The  OPSF  contains  provider- 
specific  data,  such  as  the  most  current 
CCR,  which  are  maintained  by  the 
Medicare  contractors  and  used  by  the 
OPPS  Pricer  to  pay  claims.  The  claims 
that  we  use  to  model  each  OPPS  update 
lag  by  2  years.  For  this  proposed  rule, 
we  used  CY  2011  claims  to  model  the 
CY  2013  OPPS.  In  order  to  estimate  the 
proposed  CY  2013  hospital  outlier 
payments  for  this  proposed  rule,  we 
inflated  the  charges  on  the  CY  2011 
claims  using  the  same  inflation  factor  of 
1.1406  that  we  used  to  estimate  the  IPPS 
fixed-dollar  outlier  threshold  for  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28142).  We  used  an  inflation  factor 
of  1.0680  to  estimate  CY  2012  charges 
from  the  CY  2011  charges  reported  on 
CY  2011  claims.  The  methodology  for 
determining  this  charge  inflation  factor 
is  discussed  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  28142).  As  we 
stated  in  the  CY  2005  OPPS  final  rule 
with  comment  period  (69  FR  65845),  we 
believe  that  the  use  of  these  charge 
inflation  factors  are  appropriate  for  the 
OPPS  because,  with  the  exception  of  the 
inpatient  routine  service  cost  centers, 
hospitals  use  the  same  ancillary  and 
outpatient  cost  centers  to  capture  costs 
and  charges  for  inpatient  and  outpatient 
services. 

As  noted  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68011),  we  are  concerned  that  we  could 
systematically  overestimate  the  OPPS 
hospital  outlier  threshold  if  we  did  not 
apply  a  CCR  inflation  adjustment  factor. 
Therefore,  for  this  CY  2013  OPPS/ASC 
proposed  rule,  we  are  proposing  to 
apply  the  same  CCR  inflation 
adjustment  factor  that  we  are  proposing 
to  apply  for  the  proposed  FY  2013  IPPS 
outlier  calculation  to  the  CCRs  used  to 
simulate  the  proposed  CY  2013  OPPS 
outlier  payments  that  determine  the 
fixed-dollar  threshold.  Specifically,  for 
CY  2013,  we  are  proposing  to  apply  an 
adjustment  factor  of  0.9790  to  the  CCRs 
that  were  in  the  April  2012  OPSF  to 
trend  them  forward  from  CY  2012  to  CY 
2013.  The  methodology  for  calculating 
this  proposed  adjustment  was  discussed 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28142  through 


28144).  We  note  that  due  to  the  issue 
described  in  the  IPPS  proposed  rule 
correction  notice  published  on  June  11, 
2012,  the  operating  and  capital  CCR 
inflation  factors  were  reversed  (77  FR 
34326).  In  estimating  the  proposed  CY 
2013  OPPS  fixed-dollar  outlier 
threshold,  we  have  applied  the 
corrected  CCR  inflation  factor. 

Therefore,  to  model  hospital  outlier 
payments  for  this  CY  2013  OPPS/ASC 
proposed  rule,  we  applied  the  overall 
CCRs  from  the  April  2012  OPSF  file 
after  adjustment  (using  the  proposed 
CCR  inflation  adjustment  factor  of 
0.9644  to  approximate  CY  2013  CCRs)  to 
charges  on  CY  2011  claims  that  were 
adjusted  (using  the  proposed  charge 
inflation  factor  of  1.1406  to  approximate 
CY  2013  charges).  We  simulated 
aggregated  CY  2013  hospital  outlier 
payments  using  these  costs  for  several 
different  fixed-dollar  thresholds, 
holding  the  1.75  multiple  threshold 
constant  and  assuming  that  outlier 
payments  would  continue  to  be  made  at 
50  percent  of  the  amount  by  which  the 
cost  of  furnishing  the  service  would 
exceed  1.75  times  the  APC  payment 
amount,  until  the  total  outlier  payments 
equaled  1.0  percent  of  aggregated 
estimated  total  CY  2013  OPPS 
payments.  We  estimated  that  a  proposed 
fixed-dollar  threshold  of  $2,400, 
combined  with  the  proposed  multiple 
threshold  of  1.75  times  the  APC 
payment  rate,  would  allocate  1.0 
percent  of  aggregated  total  OPPS 
payments  to  outlier  payments.  We  are 
proposing  to  continue  to  make  an 
outlier  payment  that  equals  50  percent 
of  the  amount  by  which  the  cost  of 
furnishing  the  service  exceeds  1.75 
times  the  APC  payment  amount  when 
both  the  1.75  multiple  threshold  and  the 
proposed  fixed-dollar  threshold  of 
$2,400  are  met.  For  CMHCs,  we  are 
proposing  that,  if  a  CMHC’s  cost  for 
partial  hospitalization  services,  paid 
under  either  APC  0172  or  APC  0173, 
exceeds  3.40  times  the  payment  for  APC 
0173,  the  outlier  payment  would  be 
calculated  as  50  percent  of  the  amount 
by  which  the  cost  exceeds  3.40  times 
the  APC  0173  payment  rate. 

Section  1833(t)(17)(A)  of  the  Act, 
which  applies  to  hospitals  as  defined, 
under  section  1886(d)(1)(B)  of  the  Act, 
requires  that  hospitals  that  fail  to  report 
data  required  for  the  quality  measures 
selected  by  the  Secretary,  in  the  form 
and  manner  required  by  the  Secretary 
under  1833(t)(17)(B)  of  the  Act,  incur  a 
2.0  percentage  point  reduction  to  their 
OPD  fee  schedule  increase  factor,  that 
is,  the  annual  payment  update  factor. 
The  application  of  a  reduced  OPD  fee 
schedule  increase  factor  results  in 
reduced  national  unadjusted  payment 


rates  that  will  apply  to  certain 
outpatient  items  and  services  furnished 
by  hospitals  that  are  required  to  report 
outpatient  quality  data  and  that  fail  to 
meet  the  Hospital  OQR  Program 
requirements.  For  hospitals  that  fail  to 
meet  the  Hospital  OQR  Program 
requirements,  we  are  proposing  to 
continue  our  policy  that  we 
implemented  in  CY  2010  that  the 
hospitals’  costs  would  be  compared  to 
the  reduced  payments  for  purposes  of 
outlier  eligibility  and  payment 
calculation.  For  more  information  on 
the  Hospital  OQR  Program,  we  refer 
readers  to  section  XV.  of  this  proposed 
rule. 

3.  Proposed  Outlier  Reconciliation 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  CFR  68599), 
we  adopted  as  final  policy  a  process  to 
reconcile  hospital  or  CMHC  outlier 
payments  at  cost  report  settlement  for 
services  furnished  during  cost  reporting 
periods  beginning  in  CY  2009.  OPPS 
outlier  reconciliation  more  fully  ensures 
accurate  outlier  payments  for  those 
facilities  that  have  CCRs  that  fluctuate 
significantly  relative  to  the  CCRs  of 
other  facilities,  and  that  receive  a 
significant  amount  of  outlier  payments 
(73  FR  68598).  As  under  the  IPPS,  we 
do  not  adjust  the  fixed-dollar  threshold 
or  the  amount  of  total  OPPS  payments 
set  aside  for  outlier  payments  for 
reconciliation  activity  because  such 
action  would  be  contrary  to  the 
prospective  nature  of  the  system.  Our 
outlier  threshold  calculation  assumes 
that  overall  ancillary  CCRs  accurately 
estimate  hospital  costs  based  on  the 
information  available  to  us  at  the  time 
we  set  the  prospective  fixed-dollar 
outlier  threshold.  For  these  reasons,  and 
as  we  have  previously  discussed  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68596),  we  are 
proposing  for  CY  2013,  to  not 
incorporate  any  assumptions  about  the 
effects  of  reconciliation  into  our 
calculation  of  the  OPPS  fixed-dollar 
outlier  threshold. 

H.  Proposed  Calculation  of  an  Adjusted 
Medicare  Payment  From  the  National 
Unadjusted  Medicare  Payment 

The  basic  methodology  for 
determining  prospective  payment  rates 
for  HOPD  services  under  the  OPPS  is  set 
forth  in  existing  regulations  at  42  CFR 
Part  419,  subparts  C  and  D.  For  this 
proposed  rule,  the  payment  rate  for 
most  services  and  procedures  for  which 
payment  is  made  under  the  OPPS  is  the 
product  of  the  conversion  factor 
calculated  in  accordance  with  section 
II.B.  of  this  proposed  rule  and  the 
relative  weight  determined  under 
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section  II.A.  of  this  proposed  rule. 
Therefore,  the  proposed  national 
unadjusted  payment  rate  for  most  APCs 
contained  in  Addendum  A  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site)  and 
for  most  HCPCS  codes  to  which  separate 
payment  under  the  OPPS  has  been 
assigned  in  Addendum  B  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site)  was 
calculated  by  multiplying  the  proposed 
CY  2013  scaled  weight  for  the  APC  by 
the  proposed  CY  2013  conversion  factor. 

We  note  that  section  1833(t)(17)  of  the 
Act,  which  applies  to  hospitals  as 
defined  under  section  1886(d)(1)(B)  of 
the  Act,  requires  that  hospitals  that  fail 
to  submit  data  required  to  be  submitted 
on  quality  measures  selected  by  the 
Secretary,  in  the  form  and  manner  and 
at  a  time  specified  by  the  Secretary, 
incur  a  reduction  of  2.0  percentage 
points  to  their  OPD  fee  schedule 
increase  factor,  that  is,  the  annual 
payment  update  factor.  The  application 
of  a  reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  apply  to 
certain  outpatient  items  and  services 
provided  by  hospitals  that  are  required 
to  report  outpatient  quality  data  and 
that  fail  to  meet  the  Hospital  OQR 
Program  (formerly  referred  to  as  the 
Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP)) 
requirements.  For  further  discussion  of 
the  payment  reduction  for  hospitals  that 
fail  to  meet  the  requirements  of  the 
Hospital  OQR  Program,  we  refer  readers 
to  section  XV.  of  this  proposed  rule. 

We  demonstrate  in  the  steps  below 
how  to  determine  the  APC  payments 
that  will  be  made  in  a  calendar  year 
under  the  OPPS  to  a  hospital  that  fulfills 
the  Hospital  OQR  Program  requirements 
and  to  a  hospital  that  fails  to  meet  the 
Hospital  OQR  Program  requirements  for 
a  service  that  has  any  of  the  following 
status  indicator  assignments:  “P,”  “Ql,” 
“Q2,”  “Q3,”  “R.”  “S,”  “T,”  “U,”  “V,” 
or  “X”  (as  defined  in  Addendum  Dl  to 
this  proposed  rule),  in  a  circumstance  in 
which  the  multiple  procedme  discount 
does  not  apply,  the  procedure  is  not 
bilateral,  and  conditionally  packaged 
services  (status  indicator  of  “Ql”  and 
“Q2”)  qualify  for  separate  payment.  We 
note  that,  although  blood  and  blood 
products  with  status  indicator  “R”  and 
brachytherapy  sources  with  status 
indicator  “U”  are  not  subject  to  wage 
adjustment,  they  are  subject  to  reduced 
payments  when  a  hospital  fails  to  meet 
the  Hospital  OQR  Program 
requirements. 

Individual  providers  interested  in 
calculating  the  payment  amount  that 
they  would  receive  for  a  specific  service 


ft'om  the  national  unadjusted  payment 
rates  presented  in  Addenda  A  and  B  to 
this  proposed  rule  (which  are  available 
via  the  Internet  on  the  CMS  Web  site) 
should  follow  the  formulas  presented  in 
the  following  steps.  For  purposes  of  the 
payment  calculations  below,  we  refer  to 
the  proposed  national  unadjusted 
payment  rate  for  hospitals  that  meet  the 
requirements  of  the  Hospital  OQR 
Program  as  the  “full”  national 
unadjusted  payment  rate.  We  refer  to 
the  national  unadjusted  payment  rate 
for  hospitals  that  fail  to  meet  the 
requirements  of  the  Hospital  OQR 
Program  as  the  “reduced”  national 
unadjusted  payment  rate.  The  reduced 
national  unadjusted  payment  rate  is 
calculated  by  multiplying  the  reporting 
ratio  of  0.980  times  the  “full”  national 
unadjusted  payment  rate.  The  national 
unadjusted  payment  rate  used  in  the 
calculations  below  is  either  the  full 
national  unadjusted  payment  rate  or  the 
reduced  national  unadjusted  payment 
rate,  depending  on  whether  the  hospital 
met  its  Hospital  OQR  Program 
requirements  in  order  to  receive  the  full 
CY  2013  OPPS  fee  schedule  increase 
factor  of  2.1  percent. 

Step  1.  Calculate  60  percent  (the 
labor-related  portion)  of  the  national 
unadjusted  payment  rate.  Since  the 
initial  implementation  of  the  OPPS,  we 
have  used  60  percent  to  represent  our 
estimate  of  that  portion  of  costs 
attributable,  on  average,  to  labor.  We 
refer  readers  to  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18496  through  18497)  for  a  detailed 
discussion  of  how  we  derived  this 
percentage.  We  confirmed  that  this 
labor-related  share  for  hospital 
outpatient  services  is  appropriate  during 
our  regression  analysis  for  the  payment 
adjustment  for  rural  hospitals  in  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68553). 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  identifies 
the  labor-related  portion  of  a  specific 
payment  rate  for  a  specific  service. 

X  is  the  labor-related  portion  of  the 
national  unadjusted  payment  rate. 

X  =  .60  *  (national  unadjusted  payment 

rate) 

Step  2.  Determine  the  wage  index  area 
in  which  the  hospital  is  located  and 
identify  the  wage  index  level  that 
applies  to  the  specific  hospital.  The 
wage  index  values  assigned  to  each  area 
reflect  the  geographic  statistical  areas 
(which  are  based  upon  0MB  standards) 
to  which  hospitals  are  assigned  for  FY 
2013  under  the  IPPS,  reclassifications 
through  the  MGCRB,  section 
1886(d)(8)(B)  “Lugar”  hospitals, 
reclassifications  under  section 


1886(d)(8)(E)  of  the  Act,  as  defined  in 
§412.103  of  the  regulations,  and 
hospitals  designated  as  urban  under 
section  601(g)  of  Public  Law  98-21.  We 
note  that  the  reclassifications  of 
hospitals  under  section  508  of  Public 
Law  108-173,  as  extended  by  sections 
3137  and  10317  of  the  Affordable  Care 
Act,  expired  on  September  30,  2010. 
Section  102  of  the  Medicare  and 
Medicaid  Extenders  Act  of  2010 
extended  section  508  and  certain 
additional  special  exception  hospital 
reclassifications  from  October  1,  2010 
through  September  30,  2011.  Section 
302  of  the  Temporary  Payroll  Tax  Cut 
Continuation  Act  of  2011  (Pub.  L.  112- 
78)  as  amended  by  section  3001  of  the 
Middle  Class  Tax  Relief  and  Job 
Creation  Act  of  2012  (Pub.  L.  112-96) 
extended  section  508  and  certain 
additional  special  exception  hospital 
reclassifications  from  October  1,  2011 
through  March  31,  2012.  Therefore, 
these  reclassifications  will  not  apply  to 
the  CY  2013  OPPS.  (For  further 
discussion  of  the  proposed  changes  to 
the  FY  2013  IPPS  wage  indices,  as 
applied  to  the  CY  2013  OPPS,  we  refer 
readers  to  section  II.C.  of  this  proposed 
rule).  We  are  proposing  to  continue  to 
apply  a  wage  index  floor  of  1.00  to 
frontier  States,  in  accordance  with 
section  10324  of  the  Affordable  Care 
Act. 

Step  3.  Adjust  the  wage  index  of 
hospitals  located  in  certain  qualifying 
counties  that  have  a  relatively  high 
percentage  of  hospital  employees  who 
reside,  in  the  county,  but  who  work  in 
a  different  county  with  a  higher  wage 
index,  in  accordance  with  section  505  of 
Public  Law  108-173.  Addendum  L  to 
this  proposed  rule  (which  is  available 
via  the  Internet  on  the  CMS  Web  site) 
contains  the  qualifying  counties  and  the 
associated  proposed  wage  index 
increase  developed  for  the  FY  2013  IPPS 
and  listed  as  Table  4J  in  the  FY  2013 
,  IPPS/LTCH  PPS  proposed  rule  and 
available  via  the  Internet  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/AcutelnpatientPPS/ 
index.html.  This  step  is  to  be  followed 
only  if  the  hospital  is  not  reclassified  or 
redesignated  under  section  1886(d)(8)  or 
section  1886(d)(10)  of  the  Act. 

Step  4.  Multiply  the  applicable  wage 
index  determined  under  Steps  2  and  3 
by  the  amount  determined  under  Step  1 
that  represents  the  labor-related  portion 
of  the  national  unadjusted  payment  rate. 

The  formula  below  is  a  mathematical 
representation  of  Step  4  and  adjusts  the 
labor-related  portion  of  the  national 
payment  rate  for  the  specific  service  by 
the  wage  index. 
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Xa  is  the  labor-related  portion  of  the 
national  unadjusted  payment  rate  (wage 
adjusted). 

Xa  =  .60  *  (national  unadjusted  payment 
rate)  *  applicable  wage  index 

Step  5.  Calculate  40  percent  (the 
nonlabor-related  portion)  of  the  national 
unadjusted  payment  rate  and  add  that 
amount  to  the  resulting  product  of  Step 
4.  The  result  is  the  wage  index  adjusted 
payment  rate  for  the  relevant  wage 
index  area. 

The  formula  below  is  a  mathematical 
representation  of  Step  5  and  calculates 
the  remaining  portion  of  the  national 
payment  rate,  the  amount  not 
attributable  to  labor,  and  the  adjusted 
payment  for  the  specific  service. 

Y  is  the  nonlabor-related  portion  of 
the  national  unadjusted  payment  rate. 

Y  =  .40  *  (national  unadjusted  payment 
rate) 

Adjusted  Medicare  Payment  =  Y  +  Xa 

Step  6.  If  a  provider  is  an  SCH,  set 
forth  in  the  regulations  at  §  412.92,  or  an 
EACH,  which  is  considered  to  be  an 
SCH  under  section  1886(d)(5)(D)(iii)(III) 
of  the  Act,  and  located  in  a  rural  area, 
as  defined  in  §  412.64(b),  or  is  treated  as 
being  located  in  a  rural  area  under 
§  412.103,  multiply  the  wage  index 
adjusted  payment  rate  by  1.071  to 
calculate  the  total  payment. 

The  formula  below  is  a  mathematical 
representation  of  Step  6  and  applies  the 
proposed  rural  adjustment  for  rural 
SCHs. 

Adjusted  Medicare  Payment  (SCH  or 
EACH)  =  Adjusted  Medicare 
Payment  *  1.071 

We  have  provided  examples  below  of 
the  calculation  of  both  the  full  and 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  performed 
by  hospitals  that  meet  and  that  fail  to 
meet  the  Hospital  OQR  Program 
requirements,  using  the  steps  outlined 
above.  For  purposes  of  this  example,  we 
use  a  provider  that  is  located  jn 
Brooklyn,  New  York  that  is  assigned  to 
CBSA  35644.  This  provider  bills  one 
service  that  is  assigned  to  APC  0019 
(Level  I  Excision/Biopsy).  The  proposed 
CY  2013  full  national  unadjusted 
payment  rate  for  APC  0019  is  $337.48. 
The  proposed  reduced  national 
unadjusted  payment  rate  for  a  hospital 
that  fails  to  meet  the  Hospital  OQR 
Program  requirements  is  $330.73.  This 
proposed  reduced  rate  is  calculated  by 
multiplying  the  reporting  ratio  of  0.980 
by  the  full  unadjusted  payment  rate  for 
APC  0019. 

The  proposed  FY  2013  wage  index  for 
a  provider  located  in  CBSA  35644  in 
New  York  is  1.2991.  The  proposed 


labor-related  portion  of  the  full  national 
unadjusted  payment  is  $263.05  (.60  * 
$337.48  *  1.2991).  The  labor-related 
portion  of  the  proposed  reduced 
national  unadjusted  payment  is  $257.79 
(.60  *  $330.73  *  1.2991).  The  nonlabor- 
related  portion  of  the  full  national 
unadjusted  payment  is  $134.99  (.40  * 
$337.48).  The  nonlabor-related  portion 
of  the  proposed  reduced  national 
unadjusted  payment  is  $132.29  (.40  * 
$330.73).  The  sum  of  the  labor-related 
and  nonlabor-related  portions  of  the 
proposed  full  national  adjusted  payment 
is  $398.04  ($263.05  -i-  $134.99).  The  sum 
of  the  reduced  national  adjusted 
payment  is  $390.08  ($257.79  +  $132.29). 

I.  Proposed  Beneficiary  Copayments 
1.  Background 

Section  1833(t)(3)(B)  of  the  Act 
requires  the  Secretary  to  set  rules  for 
determining  the  unadjusted  copayment 
amounts  to  be  paid  by  beneficiaries  for 
covered  OPD  services.  Section 
1833(t)(8)(C)(ii)  of  the  Act  specifies  that 
the  Secretary  must  reduce  the  national 
unadjusted  copayment  amount  for  a 
covered  OPD  service  (or  group  of  such 
services)  furnished  in  a  year  in  a 
manner  so  that  the  effective  copayment 
rate  (determined  on  a  national 
unadjusted  basis)  for  that  service  in  the 
year  does  not  exceed  a  specified 
percentage.  As  specified  in  section 
1833(t)(8)(C)(ii)(V)  of  the  Act,  the 
effective  copayment  rate  for  a  covered 
OPD  service  paid  under  the  OPPS  in  CY 
2006,  and  in  calendar  years  thereafter, 
shall  not  exceed  40  percent  of  the  APC 
payment  rate. 

Section  1833(t)(3)(B)(ii)  of  the  Act 
provides  that,  for  a  covered  OPD  service 
(or  group  of  such  services)  furnished  in 
a  year,  the  national  unadjusted 
copayment  amount  cannot  be  less  than 
20  percent  of  the  OPD  fee  schedule 
amount.  However,  section 
1833(t)(8)(C)(i)  of  the  Act  limits  the 
amount  of  beneficiary  copayment  that 
may  be  collected  to  the  amount  of  the 
inpatient  deductible. 

Section  4104  of  the  Affordable  Care 
Act  eliminated  the  Part  B  coinsurance 
for  preventive  services  furnished  on  and 
after  January  1,  2011,  that  meet  certain 
requirements,  including  flexible 
sigmoidoscopies  and  screening 
colonscopies,  and  waived  the  Part  B 
deductible  for  screening  colonoscopies 
that  become  diagnostic  during  the 
procedure.  Our  discussion  of  the 
changes  made  by  the  Affordable  Care 
Act  with  regard  to  copayments  for 
preventive  services  furnished  on  and 
after  January  1,  2011  may  be  found  in 
section  XII.B.  of  the  CY  2011  OPPS/ASC 


final  rule  with  comment  period  (75  FR 
72013). 

2.  Proposed  OPPS  Copayment  Policy 

For  CY  2013,  we  are  proposing  to 
determine  copayment  amounts  for  new 
and  revised  APCs  using  the  same 
methodology  that  we  implemented 
beginning  in  CY  2004.  (We  refer  readers 
to  the  November  7,  2003  OPPS  final  rule 
with  comment  period  (68  FR  63458).)  In 
addition,  we  are  proposing  to  use  the 
same  standard  rounding  principles  that 
we  have  historically  used  in  instances 
where  the  application  of  our  standard 
copayment  methodology  would  result  in 
a  copayment  amount  that  is  less  than  20 
percent  and  cannot  be  rounded,  under 
standard  rounding  principles,  to  20 
percent.  (We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66687)  in  which 
we  discuss  our  rationale  for  applying 
these  rounding  principles.)  The 
proposed  national  unadjusted 
copayment  amounts  for  services  payable 
under  the  OPPS  that  would  be  effective 
January  1,  2013,  are  shown  in  Addenda 
A  and  B  to  this  proposed  rule  (which 
are  available  via  the  Internet  on  the 
CMS  Web  site).  As  discussed  in  section 
XV.  of  this  proposed  rule,  for  CY  2013, 
the  proposed  Medicare  beneficiary’s 
minimum  unadjusted  copayment  and 
national  unadjusted  copayment  for  a 
service  to  which  a  reduced  national 
unadjusted  payment  rate  applies  will 
equal  the  product  of  the  reporting  ratio 
and  the  national  unadjusted  copayment, 
or  the  product  of  the  reporting  ratio  and 
the  minimum  unadjusted  copayment, 
respectively,  for  the  service. 

•  We  note  that  APC  copayments  may 
increase  or  decrease  each  year  based  on 
changes  in  the  calculated  APC  payment 
rates  due  to  updated  cost  report  and 
claims  data,  and  any  changes  to  the 
OPPS  cost  modeling  process.  The  CY 
2013  proposal  to  base  APC  relative 
weights  on  geometric  mean  costs  also 
affects  proposed  APC  payment  rates 
and,  through  them,  the  corresponding 
beneficiary  copayments.  However,  as 
described  in  the  CY  2004  OPPS/ASC 
final  rule  with  comment  period,  the 
development  of  the  copayment 
methodology  generally  moves 
beneficiary  copayments  closer  to  20 
percent  of  OPPS  APC  payments  (68  FR 
63458  through  63459).  For  a  more 
detailed  discussion  of  the  proposal  to 
base  the  APC  relative  payment  weights 
on  geometric  mean  costs,  we  refer 
readers  to  section  II.A.2.f.  of  this 
proposed  rule. 
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3.  Proposed  Calculation  of  an  Adjusted 
Copayment  Amount  for  an  APC  Group 

Individuals  interested  in  calculating 
the  national  copayment  liability  for  a 
Medicare  beneficiary  for  a  given  service 
provided  by  a  hospital  that  met  or  failed 
to  meet  its  Hospital  OQR  Program 
requirements  should  follow  the 
formulas  presented  in  the  following 
steps. 

Step  1.  Calculate  the  beneficiary 
payment  percentage  for  the  APC  by 
dividing  the  APC’s  national  unadjusted 
copayment  by  its  payment  rate.  For 
example,  using  APC  0019,  $67.50  is  20 
percent  of  the  full  national  unadjusted 
pa)rment  rate  of  $337.48.  For  APCs  with 
only  a  minimum  unadjusted  copayment 
in  Addenda  A  and  B  of  this  proposed 
rule  (which  are  available  via  the  Internet 
on  the  CMS  Web  site),  the  beneficiary 
payment  percentage  is  20  percent. 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  calculates 
national  copayment  as  a  percentage  of 
national  payment  for  a  given  service. 

B  is  the  beneficiary  payment 
percentage. 

B  =  National  unadjusted  copayment  for 
APC/national  unadjusted  payment 
rate  for  APC 

Step  2.  Calculate  the  appropriate 
wage-adjusted  payment  rate  for  the  APC 
for  the  provider  in  question,  as 
indicated  in  Steps  2  through  4  under 
section  U.H.  of  this  proposed  rule. 
Calculate  the  rural  adjustment  for 
eligible  providers  as  indicated  in  Step  6 
under  section  U.H.  of  this  proposed  rule. 

Step  3.  Multiply  the  percentage 
calculated  in  Step  1  by  the  payment  rate 
calculated  in  Step  2.  The  result  is  the 
wage-adjusted  copayment  amount  for 
the  APC. 

The  formula  below  is  a  mathematical 
representation  of  Step  3  and  applies  the 
beneficiary  percentage  to  the  adjusted 
payment  rate  for  a  service  calculated 
under  section  II.H.  of  this  proposed  rule, 
with  emd  without  the  rural  adjustment, 


to  calculate  the  adjusted  beneficiary 
copayment  for  a  given  service. 
Wage-adjusted  copayment  amount  for 
the  APC  =  Adjusted  Medicare 
Payment  *  B 

Wage-adjusted  copayment  amount  for 
the  APC  (SCH  or  EACH)  = 

(Adjusted  Medicare  Payment  * 
1.071)  *  B 

Step  4.  For  a  hospital  that  failed  to 
meet  its  Hospital  OQR  Program 
requirements,  multiply  the  copa5mient 
calculated  in  Step  3  by  the  reporting 
ratio  of  0.980. 

The  proposed  unadjusted  copayments 
for  services  payable  under  the  OPPS 
that  would  be  effective  January  1,  2013, 
are  shown  in  Addenda  A  and  B  to  this 
proposed  rule  (which  are  available  via 
the  Internet  on  the  CMS  Web  site).  We 
note  that  the  proposed  national 
unadjusted  payment  rates  and 
copayment  rates  shown  in  Addenda  A 
and  B  to  this  proposed  rule  reflect  the 
proposed  full  CY  2013  OPD  fee 
schedule  increase  factor  discussed  in 
section  II.B.  of  this  proposed  rule. 

Also,  as  noted  above,  section 
1833(t)(8)(C)(i)  of  the  Act  limits  the 
amount  of  beneficiary  copayment  that 
may  be  collected  to  the  amount  of  the 
inpatient  deductible. 

III.  Proposed  OPPS  Ambulatory 
Payment  Classification  (APC)  Group 
Policies 

A.  Proposed  OPPS  Treatment  of  New 
CPT  and  Level  II HCPCS  Codes 

CPT  and  Level  II  HCPCS  codes  are 
used  to  report  procedures,  services, 
items,  and  supplies  under  the  hospital 
OPPS.  Specifically,  CMS  recognizes  the 
following  codes  on  OPPS  claims: 

•  Category  I  CPT  codes,  which 
describe  medical  services  and 
procedures; 

•  Category  III  CPT  codes,  which 
describe  new  and  emerging 
technologies,  services,  and  procedures; 
and 

•  Level  II  HCPCS  codes,  which  are 
used  primarily  to  identify  products. 


supplies,  temporary  procedures,  and 
services  not  described  by  CPT  codes. 

CPT  codes  are  established  by  the 
American  Medical  Association  (AMA) . 
and  the  Level  II  HCPCS  codes  are 
established  by  the  CMS  HCPCS 
Workgroup.  These  codes  are  updated 
and  changed  throughout  the  year.  CPT 
and  HCPCS  code  changes  that  affect  the 
OPPS  are  published  both  through  the 
annual  rulemaking  cycle  and  through 
the  OPPS  quarterly  update  Change 
Requests  (CRs).  CMS  releases  new  Level 

II  HCPCS  codes  to  the  public  or 
recognizes  the  release  of  new  CPT  codes 
by  the  AMA  and  makes  these  codes 
effective  (that  is,  the  codes  can  be 
reported  on  Medicare  claims)  outside  of 
the  formal  rulemaking  process  via  OPPS 
quarterly  update  CRs.  This  quarterly 
process  offers  hospitals  access  to  codes 
that  may  more  accurately  describe  items 
or  services  furnished  and/or  provides 
payment  or  more  accurate  payment  for 
these  items  or  services  in  a  timelier 
manner  than  if  CMS  waited  for  the 
annual  rulemaking  process.  We  solicit 
public  comments  on  these  new  codes 
and  finalize  our  proposals  related  to 
these  codes  through  our  annual 
rulemaking  process.  In  Table  13  below, 
we  summarize  our  proposed  process  for 
updating  codes  through  our  OPPS 
quarterly  update  CRs,  seeking  public 
comments,  and  finalizing  their 
treatment  under  the  OPPS.  Because  the 
payment  rates  associated  with  codes 
effective  July  1  are  not  available  to  us 
in  time  for  incorporation  into  the 
Addenda  of  this  proposed  rule,  the 
Level  II  HCPCS  codes  and  the  Category 

III  CPT  codes  implemented  through  the 
July  2012  OPPS  quarterly  update  CR 
could  not  be  included  in  Addendum  B 
to  this  proposed  rule.  Nevertheless,  we 
are  requesting  public  comments  on  the 
codes  included  in  the  July  2012  OPPS 
quarterly  update  and  including  these 
codes  in  the  preamble  to  this  proposed 
rule. 


Table  13— Comment  Timeframe  for  New  or  Revised  HCPCS  Codes 


OPPS  quarteriy  update  CR 

Type  of  code 

Effective  date 

Comments  sought 

When  finalized 

April  I,  2012  . 

Level  II  HCPCS  Codes . 

April  1,  2012 . 

CY  2013  OPPS/ASC  pro¬ 
posed  rule. 

CY  2013  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

July  1,  2012 . 

Level  II  HCPCS  Codes . 

July  1,  2012  . 

CY  2013  OPPS/ASC  pro¬ 
posed  rule. 

CY  2013  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

Category  1  (certain  vaccine 
codes)  and  III  CPT 

I  codes. 

July  1,  2012  . 

CY  2013  OPPS/ASC  pro¬ 
posed  rule. 

CY  2013  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

October  1,  2012  . 

Level  II  HCPCS  Codes . 

October  1,  2012  . 

CY  2013  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

CY  2014  OPPS/ASC  final 
rule  with  comment  pe- 
j  riod. 
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Table  13— Comment  Timeframe  for  New  or  Revised  HCPCS  Codes— Continued 

OPPS  quarterly  update  CR 

Type  of  code 

Effective  date 

Comments  sought 

When  finalized 

January  1,  2013  . 

Level  II  HCPCS  Codes  ..... 

January  1,  2013 . 

CY  2013  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

CY  2014  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

Category  1  and  III  CPT 
Codes. 

January  1,  2013 . 

CY  2013  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

CY  2014  OPPS/ASC  final 
rule  with  comment  pe¬ 
riod. 

This  process  is  discussed  in  detail 
below.  We  have  separated  our 
discussion  into  two  sections  based  on 
whether  we  solicited  public  comments 
in  this  CY  2013  OPPS/ASC  proposed 
rule  or  whether  we  will  be  soliciting 
public  comments  in  th6  CY  2013  OPPS/ 
ASC  final  nde  with  comment  period. 

We  note  that  we  sought  public 
comments  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  on  the 
new  CPT  and  Level  II  HCPCS  codes  that 
were  effective  January  1,  2012.  We  also 
sought  public  comments  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  on  the  new  Level  II  HCPCS  codes 
effective  October  1,  2011.  These  new 
codes,  with  an  effective  date  of  October 
1,  2011,  or  January  1,  2012,  were  flagged 
with  comment  indicator  “NI”  (New 
code,  interim  APC  assignment; 
comments  will  be  accepted  on  the 
interim  APC  assignment  for  the  new 
code)  in  Addendum  B  to  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  that  we  were 
assigning  them  an  interim  payment 
status  and  an  APC  and  pajnnent  rate,  if 
applicable,  which  were  subject  to  public 
comment  following  publication  of  the 
CY  2012  OPPS/ASC  final  rule  with 


comment  period.  We  will  respond  to 
public  comments  and  finalize  our 
interim  OPPS  treatment  of  these  codes  ' 
in  the  CY  2013  OPPS/ASC  final  rule 
with  comment  period. 

1.  Proposed  Treatment  of  New  CY  2012 
Level  II  HCPCS  and  CPT  Codes  Effective 
April  1,  2012  and  July  1,  2012  for  Which 
We  Are  Soliciting  Public  Comments  in 
Tbis  CY  2013  Proposed  Rule 

Through  the  April  2012  OPPS 
quarterly  update  CR  (Transmittal  2418, 
Change  Request  7748,  dated  March  2, 
2012)  and  the  July  2012  OPPS  quarterly 
update  CR  (Transmittal  2483,  Change 
Request  7847,  dated  June  8,  2012),  we 
recognized  several  new  HCPCS  codes 
for  separate  payment  under  the  OPPS. 
Effective  April  1  and  July  1  of  CY  2012, 
we  made  effective  13  new  Level  II 
HCPCS  codes  and  7  Category  III  CPT 
codes.  Specifically,  5  new  Level  II 
HCPCS  codes  were  effective  for  the 
April  2012  update  and  another  8  new 
Level  II  HCPCS  codes  were  effective  for 
the  July  2012  update  for  a  total  of  13. 
Seven  new  Category  III  CPT  codes  were 
effective  for  the  July  2012  update.  Of  the 
13  new  Level  II  HCPCS  codes,  we 
recognized  for  separate  payment  1 1  of 
these  codes,  and  of  the  7  new  Category 


III  CPT  codes,  we  recognized  for 
separate  payment  all  7  new  Category  III 
CPT  codes,  for  a  total  of  18  new  Level 
II  HCPCS  and  Category  III  CPT  codes 
that  are  recognized  for  separate  payment 
for  CY  2013. 

Through  the  April  2012  OPPS 
quarterly  update  CR,  we  allowed 
separate  payment  for  each  of  the  five 
new  Level  II  HCPCS  codes.  Specifically, 
as  displayed  in  Table  14  below,  we 
provided  separate  payment  for  the 
following  HCPCS  codes: 

•  HCPCS  code  C9288  (Injection, 
centruroides  (scorpion)  immune  f(ab)2 
(equine),  1  vial) 

•  HCPCS  code  C9289  (Injection, 
asparaginase  Erwinia  chrysanthemi, 
1,000  international  units  (I.U.)) 

•  HCPCS  code  C9290  (Injection, 
bupivacaine  liposome,  1  mg) 

•  HCPCS  code  C9291  (Injection, 
aflibercept,  2  mg  vial) 

•  HCPCS  code  C9733  (Non- 
ophthalmic  fluorescent  vascular 
angiography) 

In  this  proposed  rule,  we  are 
proposing  to  assign  the  Level  II  HCPCS 
codes  listed  in  Table  14  to  the  specific 
proposed  APCs  and  status  indicators  for 
CY  2013. 


Table  14— Level  II  HCPCS  Codes  With  a  Change  in  OPPS  Status  Indicator  or  Newly  Implemented  in 

April  2012 


CY  2012 
HCPCS  Code 

j 

CY  2012  long  descriptoV 

Proposed  CY 
2013  status 
indicator 

Proposed  CY 
2013  APC 

C9288  . 

Injection,  centruroides  (scorpion)  immune  f(ab)2  (equine),  1  vial . 

G 

9288 

C9289  . 

Injection,  asparaginase  Erwinia  chrysanthemi,  1,000  international  units  (I.U.) . 

G 

9289 

C9290  . 

Injection,  bupivacaine  liposome,  1  mg  . 

G 

9290 

C9291*  . 

Injection,  aflibercept,  2  mg  vial  . 

G 

9291 

C9733  . 

Non-ophthalmic  fluorescent  vascular  angiography . . . 

Q2 

1  0397 

‘Level  II  HCPCS  code  C9291  (Injection,  aflibercept,  2  mg  vial)  was  deleted  June  30,  2012,  and  replaced  with  HCPCS  code  02046  effective 
July  1,2012. 


Through  the  July  2012  OPPS  quarterly 
update  CR,  which  included  HCPCS 
codes  that  were  made  effective  July  1, 
2012,  we  allowed  separate  pa)anent  for 
six  of  the  eight  new  Level  II  HCPCS 
codes.  Specifically,  as  displayed  in 
Table  15  of  this  proposed  rule,  we 
provided  separate  payment  for  the 
following  HCPCS  codes: 


•  HCPCS  code  C9368  (Grafix  core,  per 
square  centimeter) 

•  HCPCS  code  C9369  (Grafix  prime, 
per  square  centimeter) 

•  HCPCS  code  Q2045  (Injection, 
human  fibrinogen  concentrate,  1  mg) 

•  HCPCS  code  Q2046  (Injection, 
aflibercept,  1  mg) 


•  HCPCS  code  Q2048  (Injection, 
doxorubicin  hydrochloride,  liposomal, 
doxil,  10  mg) 

•  HCPCS  code  Q2049  (Injection, 
doxorubicin  hydrochloride,  liposomal, 
imported  lipodox,  10  mg) 

We  note  that  three  of  the  Level  II 
HCPCS  Q-codes  that  were  made 
effective  July  1,  2012,  were  previously 
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described  by  HCPCS  J-codes  or  C-codes 
that  were  separately  payable  under  the 
hospital  OPPS.  First,  HCPCS  code 
Q2045  replaced  HCPCS  code  J1680 
(Injection,  human  fibrinogen 
concentrate,  100  mg),  beginning  July  1, 
2012.  HCPCS  code  J1680  was  assigned 
to  status  indicator  “K”  (Nonpass¬ 
through  drugs  and  nonimplantable 
biologicals,  including  therapeutic 
radiopharmaceuticals;  paid  under 
OPPS:  separate  APC  payment)  on 
January  1,  2012.  However,  because 
HCPCS  code  J1680  is  replaced  by 
HCPCS  code  Q2045  effective  July  1, 
2012,  we  changed  its  status  indicator  to 
“E”  (Not  Payable  by  Medicme)  effective 
July  1,  2012.  Because  HCPCS  code 
Q2045  describes  the  same  drug  as 
HCPCS  code  J1680,  we  continued  its 
separate  payment  status  and  assigned  it 
to  status  indicator  “K”  effective  July  1, 
2012.  However,  because  the  dosage 
descriptor  for  HCPCS  code  Q2045  is  not 
the  same  as  HCPCS  code  J1680,  we 
assigned  HCPCS  code  Q2045  to  a  new  _ 
APC  to  maintain  data  consistency  for 
future  rulemaking.  Specifically,  HCPCS 
code  Q2045  is  assigned  to  APC  1414 


(Human  fibrinogen  cone  inj)  effective 
July  1,  2012.  ■ 

Second,  HCPCS  code  Q2046  replaced 
HCPCS  code  C9291  (Injection, 
aflibercept,  2  mg  vial)  effective  July  1, 
2012.  HCPCS  code  C9291  was  assigned 
pass-through  status  when  it  was  made 
effective  April  1,  2012.  Because  HCPCS 
code  Q2046  describes  the  same  product 
as  HCPCS  code  C9291,  we  continued  its 
pass-through  status  and  assigned 
HCPCS  code  Q2046  to  status  indicator 
“G”  as  well  as  assigned  it  to  the  same 
APC,  specifically  APC  9291  (Injection, 
aflibercept),  effective  July  1,  2012. 
HCPCS  code  C9291  is  deleted  effective 
June  30,  2012. 

Third,  the  HCPCS  Workgroup 
replaced  HCPCS  code  J9001  (Injection, 
doxorubicin  hydrochloride,  all  lipid 
formulations,  10  mg)  with  new  HCPCS 
code  Q2048,  effective  July  1,  2012. 
Consequently,  the  status  indicator  for 
HCPCS  code  J9001  is  changed  to  “E” 
(Not  Payable  by  Medicare)  effective  July 
1,  2012.  Because  HCPCS  code  Q2048 
describes  the  same  drug  as  HCPCS  code 
J9001,  we  continued  its  separate 
payment  status  and  assigned  HCPCS 


code  Q2048  to  status  indicator  “K” 
effective  July  1,  2012.  In  addition, 
because,  HCPCS  code  Q2049  is  similar 
to  HCPCS  code  Q2048,  we  assigned 
HCPCS  code  Q2049  to  status  indicator 
“K”  effective  July  1,  2012. 

Of  the  15  HCPCS  codes  that  were 
made  effective  July  1,  2012,  we  did  not 
recognize  for  separate  payment  two 
HCPCS  codes  because  they  are  both 
paid  under  a  payment  system  other  than 
OPPS.  Specifically,  HCPCS  code  Q2047 
(Injection,  peginesatide,  0.1  mg  (for 
ESRD  on  dialysis))  is  assigned  to  status 
indicator  “A”  (Not  paid  under  OPPS; 
paid  by  fiscal  intermediaries/MACs 
under  a  fee  schedule  or  payment  system 
other  than  OPPS),  and  HCPCS  code 
Q2034  (Influenza  virus  vaccine,  split 
virus,  for  intramuscular  use  (Agriflu))  is 
assigned  to  status  indicator  “L”  (Not 
paid  under  OPPS;  paid  at  reasonable 
cost). 

Table  15  below  includes  a  complete 
list  of  the  Level  II  HCPCS  codes  that 
were  made  effective  July  1,  2012,  with 
their  proposed  status  indicators, 
proposed  APC  assignments,  and 
proposed  payment  rates  for  CY  2013. 


Table  15— New  Level  II  HCPCS  Codes  Implemented  in  July  2012 


1 

CY  2012  1 

HCPCS  code  | 

1 

CY  2012  long  descriptor 

Proposed  CY 
2013  status 
indicator 

Proposed  CY 
2013  APC 

Proposed  CY 
2013  payment 
rate 

C9368  . * 

Grafix  core,  per  square  centimeter . 

G 

9368  1 

$7.96 

C9369  . 

Grafix  prime,  per  square  centimeter . 

G 

9369  1 

0.61 

Q2034  . 

Influenza  virus  vaccine,  split  virus,  for  intramuscular  use  (Agriflu)  . 

L 

N/A 

N/A 

Q2045*  . 

Injection,  human  fibrinogen  concentrate,  1  mg  . 

K 

1414  ! 

0.73 

Q2046**  . 

Injection,  aflibercept,  1  mg . 

G 

1420 

980.50 

Q2047  . 

Injection,  peginesatide,  0.1  mg  (for  ESRD  on  dialysis) . 

A 

N/A 

N/A 

Q2048***  . 

Injection,  doxorubicin  hydrochloride,  liposomal,  doxil,  10  mg  . 

K 

7046 

537.21 

Q2049t  . 

Injection,  doxorubicin  hydrochloride,  liposomal,  imported  lipodox,  10  mg  . 

K 

1421 

498.26 

*  HCPCS  code  Q2045  replaced  HCPCS  code  J1680  effective  July  1,  2012.  The  status  indicator  for  HCPCS  code  J1680  was  changed  to  “E” 
(Not  Payable  by  Medicare)  effective  July  1,  2012.  The  proposed  payment  rate  for  HCPCS  code  Q2045  is  based  on  ASP+6  percent. 

"HCPCS  code  Q2046  repipced  HCPCS  code  C9291  effective  July  1,  2012. 

***  HCPCS  code  02048  replaced  HCPCS  code  J9001  effective  July  1,  2012.  The  status  indicator  for  HCPCS  code  J9001  was  changed  to  “E” 
(Not  Payeible  by  Medicare)  effective  July  1,  2012.  The  proposed  payment  rate  for  HCPCS  code  02048  is  based  on  ASP+6  percent, 
t  The  proposed  payment  rate  for  HCPCS  code  02049  is  based  on  ASP+6  percent. 


For  CY  2013,  we  are  proposing  to 
continue  our  established  policy  of 
recognizing  Category  I  CPT  vaccine 
codes  for  which  FDA  approval  is 
imminent  and  Category  III  CPT  codes 
that  the  AMA  releases  in  January  of 
each  year  for  implementation  in  July 
through  the  OPPS  quarterly  update 
process.  Under  the  OPPS,  Category  I 
CPT  vaccine  codes  and  Category  III  CPT 
codes  that  are  released  on  the  AMA  Web 
.  site  in  January  are  made  effective  in  July 
of  the  same  year  through  •the  July 
quarterly  update  CR,  consistent  with  the 
AMA’s  implementation  date  for  the 
codes.  For  the  July  2012  update,  there 
were  no  new  Category  I  CPT  vaccine 
codes.  Through  the  July  2012  OPPS 


quarterly  update  CR  (Transmittal  2483, 
(Change  Request  7847,  dated  June  8, 
2012),  we  allowed  separate  payment  for 
all  seven  new  Category  III  CPT  codes 
effective  July  1,  2012.  Specifically,  as 
displayed  in  Table  16  of  this  proposed 
rule,  we  allowed  separate  payment  for 
the  following  Category  III  CPT  codes: 

•  CPT  code  0302T  (Insertion  or 
removal  and  replacement  of  intracardiac 
ischemia  monitoring  system  including 
imaging  supervision  and  interpretation 
when  performed  and  intra-operative 
interrogation  and  programming  when 
performed:  complete  system  (includes 
device  and  electrode)) 

•  CPT  code  0303T  (Insertion  or 
removal  and  replacement  of  intracardiac 


ischemia  monitoring  system  including 
imaging  supervision  and  interpretation 
when  performed  and  intra-operative  - 
interrogation  and  programming  when 
performed;  electrode  only) 

•  CPT  code  0304T  (Insertion  or 
removal  and  replacement  of  intracardiac 
ischemia  monitoring  system  including 
imaging-  supervision  and  interpretation 
when  performed  and  intra-operative 
interrogation  and  programming  when 
performed;  device  only) 

•  CPT  code  0305T  (Programming 
device  evaluation  (in  person)  of 
intracardiac  ischemia  monitoring 
system  with  iterative  adjustment  of  • 
programmed  values,  with  analysis, 
review,  and  report) 


45117 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


•  CPT  code  0306T  (Interrogation 
device  evaluation  (in  person)  of 
intracardiac  ischemia  monitoring 
system  with  analysis,  review,  and 
report) 


•  CPT  code  0307T  (Removal  of 
intracardiac  ischemia  monitoring 
device) 

•  CPT  code  0308T  (Insertion  of  ocular 
telescope  prosthesis  including  removal 
of  crystalline  lens) 


Table  16  below  lists  the  Category  III 
CPT  codes  that  were  implemented  in 
July  2012,  a>k)ng  with  their  proposed 
status  indicators,  proposed  APC 
assignments,  where  applicable,  and 
proposed  payment  rates  for  CY  2013. 


Table  16— New  Category  III  CPT  Codes  Implemented  in  July  2012 


CY  2012  CPT 
code 

CY  2012  long  descriptor 

Proposed  CY 
2013  status 
indicator 

Proposed  CY 
**•2013  APC 

Proposed  CY 
2013  payment 
rate 

0302T . 

Insertion  or  removal  and  replacement  of  intracardiac  ischemia  monitoring 
system  including  imaging  supervision  and  interpretation  when  performed 
and  intra-operative  interrogation  and  programming  when  performed; 
complete  system  (includes  device  and  electrode). 

T 

0089 

$8,275.79 

0303T  . 

Insertion  or  removal  and  replacement  of  intracardiac  ischemia  monitoring 
system  including  imaging  supervision  and  interpretation  when  performed 
and  intra-operative  interrogation  and  programming  when  performed; 
electrode  only. 

T 

0106 

3,780.92 

0304T  . 

Insertion  or  removal  and  replacement  of  intracardiac  ischemia  monitoring 
system  including  imaging  supervision  and  interpretation  when  performed 
and  intra-operative  interrogation  and  programming  when  performed;  de¬ 
vice  only. 

T 

0090 

6,663.83 

0305T  . 

I 

Programming  device  evaluation  (in  person)  of  intracardiac  ischemia  moni¬ 
toring  system  with  iterative  adjustment  of  programmed  values,  with  anal¬ 
ysis,  review,  and  report. 

S 

0690 

1  33.92 

j 

0306T  . 

Interrogation  device  evaluation  (in  person)  of  intracardiac  ischemia  moni¬ 
toring  system  with  analysis,  review,  and  report. 

S 

0690 

33.92 

0307T  . 

Removal  of  intracardiac  ischemia  monitoring  device . . 

T 

0105 

1  1,718.55 

0308T . 

Insertion  of  ocular  telescope  prosthesis  including  removal  of  crystalline 
lens. 

T 

0234 

1  1,669.74 

! 

We  are  soliciting  public  comments  on 
the  CY  2013  proposed  status  indicators 
and  the  proposed  APC  assignments  and 
payment  rates  for  the  Level  II  HCPCS 
codes  and  the  Category  III  CPT  codes 
that  were  effective  April  1,  2012,  and 
July  1,  2012,  through  the  respective 
OPPS  quarterly  update  CRs.  These 
codes  are  listed  in  Table's  14, 15,  and  16 
of  this  proposed  rule.  We  are  proposing 
to  finalize  their  status  indicators  and 
their  APC  assignments  and  payment 
rates,  if  applicable,  in  the  CY  2013 
OPPS/ASC  final  rule  with  comment 
period.  Because  the  new  Category  III 
CPT  and  Level  II  HCPCS  codes  that 
become  effective  for  July  are  not 
available  to  us  in  time  for  incorporation 
into  the  Addenda  to  this  OPPS/ASC 
proposed  rule,  our  policy  is  to  include 
the  codes,  their  proposed  status 
indicators,  proposed  APCs  (where 
applicable),  and  proposed  payment  rates 
(where  applicable)  in  the  preamble  to 
the  proposed  rule  but  not  in  the 
Addenda  to  the  proposed  rule.  These 
codes  are  listed  in  Tables  15  and  16, 
respectively.  We  are  proposing  to 
incorporate  these  codes  into  Addendum 
B  to  the  CY  2013  OPPS/ASC  final  rule 
with  comment  period,  which  is 
consistent  with  our  annual  OPPS  update 
policy.  The  Level  11  HCPCS  codes 
implemented  or  modified  through  the 
April  2012  OPPS  update  CR  and 
displayed  in  Table  14  are  included  in 


Addendum  B  to  this  proposed  rule 
(which  is  available  via  the  Internet  on 
the  CMS  Web  site),  where  their 
proposed  CY  2013  payment  rates  are 
also  shown. 

2.  Proposed  Process  for  New  Level  II 
HCPCS  Codes  That  Will  Be  Effective 
October  1,  2012  and  New  CPT  and  Level 
II  HCPCS  Codes  That  Will  Be  Effective 
January  1,  2013  for  Which  We  Will  Be 
Soliciting  Public  Comments  in  the  CY 
2013  OPPS/ASC  Final  Rule  With 
Comment  Period 

As  has  been  our  practice  in  the  past, 
we  incorporate  those  new  Category  I 
and  III  CPT  codes  and  new  Level  II 
HCPCS  codes  that  are  effective  January 
1  in  the  final  rule  with  comment  period 
updating  the  OPPS  for  the  following 
calendar  year.  These  codes  are  released 
to  the  public  via  the  CMS  HCPCS  (for 
Level  II  HCPCS  codes)  and  AMA  Web 
sites  (for  CPT  codes),  and  also  through 
the  January  OPPS  quarterly  update  CRs. 
In  the  past,  we  also  have  released  new 
Level  II  HCPCS  codes  that  are  effective 
October  1  through  the  October  OPPS 
quarterly  update  CRs  and  incorporated 
these  new  codes  in  the  final  rule  with 
comment  period  updating  the  OPPS  for 
the  following  calendar  year.  For  CY 
2013,  these  codes  will  be  flagged  with 
comment  indicator  “NI”  in  Addendum 
B  to  the  OPPS/ASC  final  rule  with 
comment  period  to  indicate  that  we  are 


assigning  them  an  interim  payment 
status  which  is  subject  to  public 
comment.  In  addition,  the  CPT  and 
Level  II  HCPCS  codes  that  will  be 
effective  January  1,  2013,  will  be  flagged 
with  comment  indicator  “NI”  in 
Addendum  B  to  the  OPPS/ASC  final 
rule  with  comment  period.  Specifically, 
the  status  indicator  and  the  APC 
assignment  and  payment  rate,  if 
applicable,  for  all  such  codes  flagged 
with  comment  indicator  “NI”  are  open 
to  public  comment  in  the  final  rule  with 
comment  period,  and  we  respond  to 
these  comments  in  the  OPPS/ASC  final 
rule  with  comment  period  for  the  next 
Calendar  year’s  OPPS/ASC  update.  We 
are  proposing  to  continue  this  process 
for  CY  2013.  Specifically,  for  CY  2013, 
we  are  proposing  to  include  in 
Addendum  B  to  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period  the  new 
Category  I  and  III  CPT  codes  effective 
January  1,  2013  (including  the  Category 
III  CPT  codes  that  are  released  by  the 
AMA  in  July  2012)  that  would  be 
incorporated  in  the  January  2013  OPPS 
quarterly  update  CR  and  the  new  Level 
II  HCPCS  codes,  effective  October  1, 
2012,  or  January  1,  2013,  that  would  be 
released  by  CMS  in  its  October  2012  and 
January  2013  OPPS  quarterly  update 
CRs.  The  October  1,  2012  and  January 
1,  2013  codes  would  be  flagged  with 
comment  indicator  “NI”  in  Addendum 
B  to  the  CY  2013  OPPS/ASC  final  rule 
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with  comment  pieriod  to  indicate  that 
we  have  assigned  them  an  interim  OPPS 
payment  status  for  CY  2013.  We  are 
proposing  that  their  status  indicators 
and  their  APC  assignments  and  payment 
rates,  if  applicable,  would  be  open  to 
public  comment  and  would  be  finalized 
in  the  CY  2014  OPPS/ASC  final  rule 
with  comment  period. 

B.  Proposed  OPPS  Changes^— Variations 
Within  APCs 

1.  Background 

Section  1833(t)(2)(A)  of  the  Act 
requires  the  Secretary  to  develop  a 
classification  system  for  covered 
hospital  outpatient  department  services. 
Section  1833(t)(2)(B)  of  the  Act  provides 
that  the  Secretary  may  establish  groups 
of  covered  OPD  services  within  this 
classification  system,  so  that  services 
classified  within  each  group  are 
comparable  clinically  and  with  respect 
to  the  use  of  resources.  In  accordance 
with  these  provisions,  we  developed  a 
grouping  classification  system,  referred 
to  as  Ambulatory  Payment 
Classifications  (APCs),  as  set  forth  in 
§  419.31  of  the  regulations.  We  use 
Level  I  and  Level  II  HCPCS  codes  to 
identify  and  group  the  services  within 
each  APC.  The  APCs  are  organized  such, 
that  each  group  is  homogeneous  both 
clinically  and  in  terms  of  resource  use. 
Using  this  classification  system,  w^e 
have  established  distinct  groups  of 
similar  services.  We  have  also 
developed  separate  APC  groups  for 
certain  medi^  devices,  drugs, 
biologicals,  therapeutic 
radiopharmaceuticals,  and 
brachytherapy  devices. 

We  have  packaged  into  payment  for 
each  procedure  or  service  within  an 
APC  group  the  costs  associated  with 
those  items  or  services  that  are  directly 
related  to,  and  supportive  of,  performing 
the  main  independent  procedures  or 
furnishing  the  services.  Therefore,  we 
do  not  m^e  separate  payment  for  these 
packaged  items  or  services.  For 
example,  packaged  items  and  services 
include: 

(a)  Use  of  an  operating,  treatment,  or 
procedure  room; 

(b)  Use  of  a  recovery  room; 

(c)  Observation  services; 

(d)  Anesthesia; 

(e)  Medical/surgical  supplies; 

(f)  Pharmaceuticals  (other  than  those 
for  which  separate  payment  may  be 
allowed  under  the  provisions  discussed 
in  section  V.  of  this  proposed  rule); 

(g)  Incidental  services  such  as 
venipuncture; 

(h)  Guidance  services,  image 
processing  services,  intraoperative 
services,  imaging,  supervision  and 


interpretation  services,  diagnostic 
radiopharmaceuticals,  and  contrast 
media. 

Further  discussion  of  packaged 
services  is  included  in  section  II.A.3.  of 
this  proposed  rule. 

In  CY  2008,  we  implemented 
composite  APCs  to  provide  a  single 
payment  for  groups  of  services  that  are 
typically  performed  together  during  a 
single  clinical  encounter  and  that  result 
in  Ae  provision  of  a  complete  service 
(72  FR  66650  through  66652).  Under  CY 
2012  OPPS  policy,  we  provide 
composite  APC  payment  for  certain 
extended  assessment  and  management 
services,  low  dose  rate  (LDR)  prostate 
brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  mental  health  services, 
multiple  imaging  services,  and  cardiac 
resynchronization  therapy  services. 
Further  discussion  of  composite  APCs  is 
included  in  section  lI.A.2.e.  of  this 
proposed  rule. 

Under  the  OPPS,  we  generally  pay  for 
hospital  outpatient  services  on  a  rate- 
per-service  basis,  where  the  service  may 
be  reported  with  one  or  more  HCPCS 
codes.  Payment  varies  according  to  the 
APC  group  to  which  the  independent 
service  or  combination  of  services  is 
assigned.  Each  APC  weight  represents 
the  hospital  cost  of  the  services 
included  in  that  APC,  relative  to  the 
hospital  cost  of  the  services  included  in 
APC  0606  (Level  3  Hospital  Clinic 
Visits).  The  APC  weights  are  scaled  to 
APC  0606  because  it  is  the  middle  level 
hospital  clinic  visit  APC  (the  Level  3 
hospital  clinic  visit  CPT  code  out  of  five 
levels),  and  because  middle  level 
hospital  clinic  visits  are  among  the  most 
frequently  furnished  services  in  the 
hospital  outpatient  setting. 

Section  1833(t)(9)(A)  of  the  Act 
requires  the  Secretary  to  review,  on  a 
reciuring  basis  occurring  no  less  than 
annually,  and  revise  the  groups,  the 
relative  payment  weights,  and  the  wage 
and  other  adjustments  to  take  into 
account  changes  in  medical  practice, 
changes  in  technology,  the  addition  of 
new  services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Section  1833(t)(9)(A)  of  the  Act  also 
requires  the  Secretary  to  consult  with  an 
expert  outside  advisory  panel  composed 
of  an  appropriate  selection  of 
representatives  of  providers  to  review 
(and  advise  the  Secretary  concerning) 
the  clinical  integrity  of  the  APC  groups 
and  the  relative  payment  weights 
recommendations  for  specific  services 
for  the  CY  2013  OPPS  and  our  responses 
to  them  are  discussed  in  the  relevant 
specific  sections  throughout  this 
proposed  rule). 


Finally,  section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest  cost 
for  an  item  or  service  in  the  group  is 
more  than  2  times  greater  than  the 
lowest  cost  for  an  item  or  service  within 
the  same  group  (referred  to  as  the  “2 
times  rule”).  For  CY  2013,  we  are 
proposing  to  use  the  cost  of  the  item  or 
service  in  implementing  this  provision, 
as  discussed  in  section  II.A.2.f.  of  this 
proposed  rule.  The  statute  authorizes 
the  Secretary  to  make  exceptions  to  the 
2  times  rule  in  unusual  cases,  such  as 
low-volume  items  and  services  (but  the 
Secretary  may  not  make  such  an 
exception  in  the  case  of  a  drug  or 
biological  that  has  been  designated  as  an 
orphan  drug  under  section  526  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act). 

2.  Application  of  the  2  Times  Rule 

In  accordance  with  section  1833(t)(2) 
of  the  Act  and  §419.31  of  the 
regulations,  we  annually  review  the 
items  and  services  within  an  APC  group 
to  determine,  with  respect  to 
comparability  of  the  use  of  resources,  if 
the  cost  of  the  highest  cost  item  or 
service  within  an  APC  group  is  more 
than  2  times  greater  than  the  cost  of  the 
lowest  cost  item  or  service  within  that 
same  group.  In  making  this 
determination,  we  consider  only  those 
HCPCS  codes  that  are  significant  based 
on  the  number  of  claims.  We  note  that, 
for  purposes  of  identifying  significant 
HCPCS  codes  for  examination  in  the  2 
times  rule,  we  consider  codes  that  have 
more  than  1,000  single  major  claims  or 
codes  that  have  both  greater  than  99 
single  major  claims  and  contribute  at 
least  2  percent  of  the  single  major 
claims  used  to  establish  the  APC  cost  to 
be  significant  (75  FR  71832).  This 
longstanding  definition  of  when  a 
HCPCS  code  is  significant  for  purposes 
of  the  2  times  rule  was  selected  because 
we  believe  that  a  subset  of  1 ,000  claims 
is  negligible  within  the  set  of 
approximately  100  million  single 
procedure  or  single  session  claims  we 
use  for  establishing  costs.  Similarly,  a 
HCPCS  code  for  which  there  are  fewer 
than  99  single  bills  and  which 
comprises  less  than  2  percent  of  the 
single  major  claims  within  an  APC  will 
have  a  negligible  impact  on  the  APC 
cost.  In  this  proposed  rule,  we  are 
proposing  to  make  exceptions  to  this 
limit  on  the  variation  of  costs  within 
each  APC  group  in  unusual  cases,  such 
as  low-volume  items  and  services,  for 
CY  2013, 

We  have  identified  APCs  with  2  times 
violations  for  which  we  are  proposing 
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changes  to  their  HCPCS  codes’  APC 
assignments  in  Addendum  B  (available 
via  the  Internet  on  the  CMS  Web  site) 
to  this  proposed  rule.  In  these  cases,  to 
eliminate  a  2  times  violation  or  to 
improve  clinical  and  resource 
homogeneity,  we  are  proposing  to 
reassign  the  codes  to  APCs  that  contain 
services  that  are  similar  with  regard  to 
both  their  clinical  and  resource 
characteristics.  In  many  cases,  the 
proposed  HCPCS  code  reassignments 
and  associated  APC  reconfigurations  for 
CY  2013  included  in  the  proposed  rule 
are  related  to  changes  in  costs  of 
services  that  were  observed  in  the  CY 
2011  claims  data  newly  available  for  CY 
2013  ratesetting.  We  also  are  proposing 
changes  to  the  status  indicators  for  some 
codes  that  are  not  specifically  and 
separately  discussed  in  this  proposed 
rule.  In  these  cases,  we  are  proposing  to 
change  the  status  indicators  for  some 
codes  because  we  believe  that  another 
status  indicator  would  more  accurately 
describe  their  payment  status  from  an 
OPPS  perspective  based  on  the  policies 
that  we  are  proposing  for  CY  2013.  In 
addition,  we  are  proposing  to  rename 
existing  APCs  or  create  new  clinical 
APCs  to  complement  proposed  HCPCS 
code  reassignments.  Addendum  B  to 
this  CY  2013  OPPS/ASC  proposed  rule 
identifies  with  a  comment  indicator 


“CH”  those  HCPCS  codes  for  which  we 
are  proposing  a  change  to  the  APC 
assignment  or  status  indicator,  or  both, 
that  were  initially  assigned  in  the  April 
2012  Addendum  B  Update  (available  via 
the  Internet  on  the  CMS  Web  site  at: 
h  ttp ://  WWW. cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
Hospi  talOutpa  tien  tPPS/in  dex.h  tml. 

3.  Proposed  Exceptions  to  the  2  Times 
Rule 

As  discussed  earlier,  we  may  make 
exceptions  to  the  2  times  limit  on  the 
variation  of  costs  within  each  APC 
group  in  unusual  cases  such  as  low 
volume  items  and  services.  Taking  into 
account  the  APC  changes  that  we  are 
proposing  for  CY  2013,  we  reviewed  all 
the  APCs  to  determine  which  APCs 
would  not  satisfy  the  2  times  rule.  Then 
we  used  the  following  criteria  to  decide 
whether  to  propose  exceptions  to  the  2 
times  rule  for  affected  APCs: 

•  Resource  homogeneity; 

•  Clinical  homogeneity; 

•  Hospital  outpatient  setting 
utilization; 

•  Frequency  of  service  (volume);  and 

•  Opportunity  for  upcoding  and  code 
fragments.  • 

For  a  detailed  discussion  of  these 
criteria,  we  refer  readers  to  the  April  7, 


2000  OPPS  final  rule  with  comment 
period  (65  FR  18457  and  18458). 

Table  17  of  this  proposed  rule  lists  21 
APCs  that  we  are  proposing  to  exempt 
from  the  2  times  rule  for  CY  2013  based 
on  the  criteria  cited  above  and  based  on 
claims  data  processed  from  January  1, 
2011,  through  December  31,  2011.  For 
the  final  rule  with  comment  period,  we 
plan  to  use  claims  data  for  dates  of 
service  between  January  1,  2011,  and 
December  31,  2011,  that  were  processed 
on  or  before  June  30,  2012,  and  updated 
CCRs,  if  available.  Based  on  the  CY  2011 
claims  data,  we  found  21  APCs  with  2 
times  rule  violations.  We  applied  the 
criteria  as  described  earlier  to  identify 
the  APCs  that  we  are  proposing  as 
exceptions  to  the  2  times  rule  for  CY 
2013,  and  identified  21  APCs  that  meet 
the  criteria  for  exception  to  the  2  times 
rule  for  this  proposed  rule.  We  have  not 
included  in  this  count  those  APCs 
where  a  2  times  violation  is  not  a 
relevant  concept,  such  as  APC  0375 
(Ancillary  Outpatient  Services  when 
Patient  Expires),  with  an  APC  cost  set 
based  on  multiple  procedure  claims. 
Therefore,  we  have  identified  only 
APCs,  including  those  with  criteria- 
based  costs,  such  as  device-dependent 
APCs,  with  2  times  rule  violations. 
These  proposed  APC  exceptions  are 
listed  in  Table  17  below. 


Table  17— Proposed  APC  Exceptions  to  the  2  Times  Rule  for  CY  2013 


Proposed  CY 
2013  APC 

Proposed  CY  201 3  APC  title 

0006  . 

Level  1  Incision  &  Drainage. 

0012 . : . 

Level  1  Debridement  &  Destruction. 

0045  . 

Bone/Joint  Manipulation  Under  Anesthesia. 

0057  . 

Bunion  Procedures. 

0060  . 

Manipulation  Therapy. 

0105 . 

Repair/Revision/Removal  of  Pacemakers,  AlCDs,  or  Vascular  Devices. 

0128 . 

Echocardiogram  with  Contrast. 

Level  1  Percutaneous  Abdominal  and  Biliary  Procedures.’ 

0152 . . 

0173 . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  CMHCs. 

0230  . 

Level  1  Eye  Tests  &  Treatments. 

0272  . 

Fluoroscopy. 

0325  . 

Group  Psychotherapy. 

0330  . 

Dental  Procedures. 

0340  . 

Minor  Ancillary  Procedures. 

0369  . 

Level  III  Pulmonary  Tests. 

0403  . 

Level  1  Nervous  System  Imaging. 

0409  . 

Red  Blood  Cell  Tests. 

0604  . 

Level  1  Hospital  Clinic  Visits. 

0655  . 

Insertion/Replacement/Conversion  of  a  Permanent  Dual  Chamber  Pacemaker  or  Pacing. 

Revision/Removaf  of  Neurostimulator  Pulse  Generator  Receiver. 

0688  . 

0690  . 

Level  1  Electronic  Analysis  of  Devices. 

The  proposed  costs  for  hospital 
outpatient  services  for  these  and  all 
other  APCs  that  were  used  in  the 
development  of  this  proposed  rule  can 
be  found  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 


Medicare-Fee-for-Service-Payment/ 

HospitalOutpatientPPS/index.html. 

C.  Proposed  New  Technology  APCs 

1.  Background 

In  the  November  30,  2001  final  rule 
(66  FR  59903),  we  finalized  changes  to 


the  time  period  a  service  was  eligible  for 
payment  under  a  New  Technology  APC. 
Beginning  in  CY  2002,  we  retain 
services  within  New  Technology  APC 
groups  until  we  gather  sufficient  claims 
data  to  enable  us  to  assign  the  service 
to  an  appropriate  clinical  APC.  This 
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policy  allows  us  to  move  a  service  from 
a  New  Technology  APC  in  less  than  2 
years  if  sufficient  data  are  available.  It 
also  allows  us  to  retain  a  service  in  a 
New  Technology  APC  for  more  than  2 
years  if  sufficient  data  upon  which  to 
base  a  decision  for  reassignment  have 
not  been  collected. 

We  note  that  the  cost  bands  for  New 
Technology  APCs  range  from  $0  to  $50 
in  increments  of  $10,  from  $50  to  $100 
in  increments  of  $50,  from  $100  to 
$2,000  in  increments  of  $100,  and  from 
$2,000  to  $10,000  in  increments  of  $500. 
These  cost  bands  identify  the  APCs  to 
which  new  technology  procedures  and 
services  with  estimated  service  costs 
that  fall  within  those  cost  bands  are 
assigned  under  the  OPPS.  Payment  for 
each  APC  is  made  at  the  mid-point  of 
the  APC’s  assigned  cost  band.  For 
example,  payment  for  New  Technology 
APC  1507  {New  Technology — Level  VII 
($500-$600))  is  made  at  $550.  Currently, 
there  are  82  New  Technology  APCs, 
ranging  from  the  lowest  cost  band 
assigned  to  APC  1491  (New 
Technology — Level  LA  ($0-$10)) 
through  the  highest  cost  band  assigned 
to  APC  1574  (New  Technology — Level 
XXXVII  ($9,500-$10,000).  In  CY  2004 
(68  FR  63416),  we  last  restructured  the 
New  Technology  APCs  to  make  the  cost 
intervals  more  consistent  across 
payment  levels  and  refined  the  cost 
bands  for  these  APCs  to  retain  two 
parallel  sets  of  New  Technology  APCs, 
one  set  with  a  status  indicator  of  “S” 
(Paid  under  OPPS;  separate  APC 
payment)  and  the  other  set  with  a  status 
indicator  of  “T”  (Paid  under  OPPS; 
separate  APC  payment).  These  current 
New  Technology  APC  configurations 
allow  us  to  price  new  technology 
services  more  appropriately  and 
.  consistently. 

Every  year  we  receive  many  requests 
for  higher  payment  amounts  under  our 
New  Technology  APCs  for  specific 
procedures  under  the  OPPS  because 
they  require  the  use  of  expensive 
equipment.  We  are  taking  this 
opportunity  to  reiterate  our  response  in 
general  to  the  issue  of  hospitals’  capital 
expenditures  as  they  relate  to  the  OPPS 
and  Medicare. 

Under  the  OPPS,  one  of  our  goals  is 
to  mcike  payments  that  are  appropriate 
for  the  services  that  are  necessary  for  the 
treatment  of  Medicare  beneficiaries.  The 
OPPS,  like  other  Medicare  payment 
systems,  is  budget  neutral  and  increases 
are  limited  to  the  annual  hospital 
inpatient  market  basket  increase.  We 
believe  that  our  payment  rates  generally 
reflect  the  costs  that  are  associated  with 
providing  care  to  Medicare  beneficiaries 
in  cost-efficient  settings,  and  we  believe 


that  our  rates  are  adequate  to  ensure 
access  to  services. 

For  many  emerging  technologies, 
there  is  a  transitional  period  during 
which  utilization  may  be  low,  often 
because  providers  are  first  learning 
about  the  techniques  and  their  clinical 
utility.  Quite  often,  parties  request  that 
Medicare  make  higher  payment 
amounts  under  our  New  Technology 
APCs  for  new  procedures  in  that 
transitional  phase.  These  requests,  and 
their  accompanying  estimates  for 
expected  total  patient  utilization,  often 
reflect  very  low  rates  of  patient  use  of 
expensive  equipment,  resulting  in  high 
per  use  costs  for  which  requesters 
believe  Medicare  should  make  full 
payment.  Medicare  does  not,  and  we 
believe  should  not,  assume 
responsibility  for  more  than  its  share  of 
the  costs  of  procedures  based  on 
projected  utilization  for  Medicare 
beneficiaries  and  does  not  set  its 
payment  rates  based  on  initial 
projections  of  low  utilization  for 
services  that  require  expensive  capital 
equipment.  For  the  OPPS,  we  rely  on 
hospitals  to  make  informed  business 
decisions  regarding  the  acquisition  of 
high  cost  capital  equipment,  taking  into 
consideration  their  knowledge  about 
their  entire  patient  base  (Medicare 
beneficiaries  included)  and  an 
understanding  of  Medicare’s  and  other 
payers’  payment  policies. 

We  note  that,  in  a  budget  neutral 
environment,  payments  may  not  fully 
cover  hospitals’  costs  in  a  particular 
circumstance,  including  those  for  the 
purchase  and  maintenance  of  capital 
equipment.  We  rely  on  hospitals  to 
make  their  decisions  regarding  the 
acquisition  of  high  cost  equipment  with 
the  understanding  that  the  Medicare 
program  must  be  careful  to  establish  its 
initial  payment  rates,  including  those 
made  through  New  Technology  APCs, 
for  new  services  that  lack  hospital 
claims  data  based  on  realistic  utilization 
projections  for  all  such  services 
delivered  in  cost-efficient  hospital 
outpatient  settings.  As  the  OPPS 
acquires  claims  data  regarding  hospital 
costs  associated  with  new  procedures, 
we  regularly  examine  the  claims  data 
and  any  available  new  information 
regarding  the  clinical  aspects  of  new 
procedures  to  confirm  that  our  OPPS 
payments  remain  appropriate  for 
procedures  as  they  transition  into 
mainstream  medical  practice. 

2.  Proposed  Movement  of  Procedures 
From  New  Technology  APCs  to  Clinical 
APCs 

As  we  explained  in  the  November  30, 
2001  final  rule  (66  FR  59902),  we 
generally  keep  a  procedure  in  the  New 


Technology  APC  to  which  it  is  initially 
assigned  until  we  have  collected 
sufficient  data  to  enable  us  to  move  the 
procedure  to  a  clinically  appropriate 
APC.  However,  in  cases  where  we  find 
that  our  original  New  Technology  APC 
assignment  was  based  on  inaccurate  or 
inadequate  information  (although  it  was 
the  best  information  available  at  the 
time),  or  where  the  New  Technology 
APCs  are  restructured,  we  may,  based 
on  more  recent  resource  utilization 
information  (including  claims  data)  or 
the  availability  of  refined  New 
Technology  APC  cost  bands,  reassign 
the  procedure  or  service  to  a  different 
New  Technology  APC  that  most 
appropriately  reflects  its  cost. 

Consistent  with  our  current  policy,  for 
CY  2013,  we  are  proposing  to  retain 
services  within  New  Technology  APC 
groups  until  we  gather  sufficient  claims 
data  to  enable  us  to  assign  the  service 
to  a  clinically  appropriate  APC.  The 
flexibility  associated  with  this  policy 
allows  us  to  move  a  service  from  a  New 
Technology  APC  in  less  than  2  years  if 
sufficient  claims  data  are  available.  It 
also  allows  us  to  retain  a  service  in  a 
New  Technology  APC  for  more  than  2 
years  if  sufficient  claims  data  upon 
which  to  base  a  decision  for 
reassignment  have  not  been  collected. 

Currently,  in  CY  2012,  there  are  three 
procedures  described  by  HCPCS 
G-codes  receiving  payment  through  a 
New  Technology  APC.  Specifically, 
HCPCS  code  G0417  (Surgical  pathology, 
gross  and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling,  21—40  specimens)  is  assigned 
to  New  Technology  APC  1505  (New 
Technology — Level  V  ($300-$400)); 
HCPCS  code  G0418  (Surgical  pathology, 
gross  and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling,  41-60  specimens)  is  assigned 
to  New  Technology  APC  1506  (New 
Technology — Level  VI  ($400-$500)); 
and  HCPCS  code  G0419  (Surgical 
pathology,  gross  and  microscopic 
examination  for  prostate  needle 
saturation  biopsy  sampling,  greater  than 
60  specimens)  is  assigned  to  New 
Technology  APC  1508  (New 
Technology — Level  VIII  {$600-$700)). 
These  I^PCS  codes  have  been  assigned 
to  New  Technology  APCs  since  CY 
2009. 

Analysis  of  the  hospital  outpatient 
data  for  claims  submitted  for  CY  2011 
indicates  that  prostate  saturation  biopsy 
procedures  are  rarely  performed  on 
Medicare  beneficiaries.  For  OPPS  claims 
submitted  from  CY  2010  through  CY 
2011,  our  claims  data  show  no  single 
claim  submitted  for  HCPCS  code  G0417 
in  CY  2010  or  in  CY  2011.  Similarly,  our 
claims  data  did  not  show  any  hospital 
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outpatient  claims  for  HCPCS  codes 
G0418  and  G0419  from  either  CY  2010 
or  CY  2011.  Given  the  continued  lack  of 
cost  data  for  these  HCPCS  codes,  we  are 
proposing  to  reassign  these  procedures 
to  an  APC  that  is  appropriate  from  a 
clinical  standpoint.  Specifically,  we  are 
proposing  to  reassign  HCPCS  G-codes 


G0417,  G0418,  and  G0419  to  clinical 
APC  0661  (Level  V  Pathology),  which 
has  a  proposed  APC  cost  of 
approximately  $160  for  CY  2013.  We 
believe  that  all  three  procedures,  as 
described  by  HCPCS  codes  G0417, 
G0418,  and  G0419,  are  comparable 
clinically  to  other  pathology  services 


currently  assigned  to  APC  0661  and 
likely  require  similar  resources. 

Table  18  below  lists  the  HCPCS  G- 
codes  and  associated  status  indicators 
that  we  are  proposing  to  reassign  from 
New  Technology  APCs  1505,  1506,  and 
1508  to  APC  0661  for  CY  2013. 


Table  18— Proposed  Reassignment  of  Procedures  Assigned  to  New  Technology  APCs  for  CY  2013 


CY  2012 
HCPCS  Code 

CY  2012  Short  Descriptor 

CY  2012 

SI 

CY  2012 
APC 

Proposed 

CY  2013 

SI 

Proposed 

CY  2013 
APC 

Sat  biopsy  prostate  21-40  . 

S 

1505 

X 

0661 

Sat  biopsy  prostate  41-60  . 

S 

1506 

X 

0661 

liSi  Islllllllllllllg 

Sat  biopsy  prostate:  >60  . . 

S 

1508 

X 

0661 

3.  Proposed  Payment  Adjustment  Policy 
for  Radioisotopes  Derived  From  Non- 
Highly  Enriched  Uranium  Sources 

a.  Background 

Radioisotopes  are  widely  used  in 
modern  medical  imaging,  particularly 
for  cardiac  imaging  and  predominantly 
for  the  elderly  (Medicare)  population. 
Technetium-99  (Tc-99m),  the 
radioisotope  used  in  the  majority  of 
such  diagnostic  imaging  services,  is 
currently  produced  in  legacy  reactors 
outside  of  the  United  States  using 
highly  enriched  uranium  (HEU). 

The  Administration  has  established 
an  agenda  to  eliminate  domestic 
reliance  on  these  reactors,  and  is 
promoting  the  conversion  of  all  medical 
radioisotope  production  to  non-HEU 
sources.  Alternative  methods  for 
producing  Tc-99m  without  HEU  are 
technologically  and  economically 
viable,  and  conversion  to  such 
production  has  begun  and  is  expected  to 
be  completed  within  a  5-year  time 
period.  We  expect  this  change  in  the 
supply  source  for  the  radioisotope  used 
for  modern  medical  imaging  will 
introduce  new  costs  into  the  payment 
system  that  are  not  accounted  for  in  the 
historical  claims  data. 

Full  Cost  Recovery,  which  is  routinely 
considered  in  CMS  reimbursement,  is 
the  accounting  practice  used  by 
producers  and  suppliers  to  describe  the 
recovery  of  all  contributing  costs. 

Unlike  legacy  sources  that  often  benefit 
from  government  subsidized  multi¬ 
function  facilities,  the  cost  of  these 
alternative  methods  will  be  increased 
over  the  cost  of  medical  radioisotopes 
produced  using  HEU  because  hospitals’ 
payments  to  producers  and  suppliers 
will  have  to  cover  capital  expense  (such 
as,  for  example,  the  cost  of  building  new 
reactors,  particle  accelerators,  or  other 
very  long  term  investments),  as  well  as 
all  other  new  industry-specific  ancillary 
costs  (such  as,  for  example,  the  cost  of 


long-term  storage  of  radioactive  waste). 
Hospitals  that  use  medical  radioisotopes 
that  are  produced  from  non-HEU 
sources  can  expect  producers  and 
suppliers  to  pass  on  to  them  the  full 
impact  of  these  costs. 

In  the  short  term,  some  hospitals  will 
be  able  to  depend  on  low  cost  legacy 
producers  using  aging  subsidized 
reactors  while  other  hospitals  will  be 
forced  to  absorb  the  full  cost  of  non- 
HEU  alternative  sources.  Over  several 
years,  we  believe  that  these  cost 
differentials  will  promote  increased 
regional  shortages  and  create  larger  cost 
differentials  and  greater  cost  variations 
between  hospitals.  As  a  result,  we 
believe  this  change  in  supply  source 
will  create  a  significant  payment 
inequity  among  hospitals  resulting  from 
factors  that  are  outside  of  normal  market 
forces. 

b.  Proposed  Payment  Policy 

We  are  proposing  to  exercise  our 
authority  to  establish  “other 
adjustments  as  determined  to  be 
necessary  to  ensure  equitable 
payments”  under  the  OPPS  in 
accordance  with  section  1833(t)(2)(E)  of 
the  Act.  We  do  not  believe  that  we  can 
ensure  equitable  payments  to  hospitals 
over  the  next  4  to  5  years  in  the  absence 
of  an  adjustment  to  account  for  the 
significant  payment  inequities  created 
by  factors  that  will  likely  arise  due  to 
the  change  in  supply  source  for  the 
radioisotope  used  commonly  in  modern 
medical  imaging  procedures.  We  are 
proposing  to  provide  an  adjustment  for 
the  marginal  cost  for  radioisotopes 
produced  from  non-HEU  sources  over 
the  costs  for  radioisotopes  produced  by 
HEU  sources.  We  believe  such  an 
adjustment  would  ensure  equitable 
payments  in  light  of  the 
Administration’s  HEU  agenda,  market 
influences,  cost  differentials,  and  cost 


variations  that  will  create  significant 
payment  inequities  among  hospitals. 

For  CY  2013,  we  are  proposing  to 
make  an  additional  payment  of  $10, 
which  is  an  amount  based  on  the  best 
available  estimations  of  the  marginal 
costs  associated  with  non-HEU  Tc-99m 
production  as  calculated  using  Full  Cost 
Recovery.  We  are  proposing  to  establish 
a  new  HCPCS  code,  QXXXX  (Tc-99m 
from  non-HEU  source,  full  cost  recovery 
add-on,  per  dose)  to  describe  the  Tc- 
99m  radioisotope  produced  by  non-HEU 
methods  and  used  in  a  diagnostic 
procedure.  Hospitals  would  be  able  to 
report  this  code  once  per  dose  along 
with  any  diagnostic  scan  or  scans  using 
Tc-99m  as  long  as  the  Tc-99m  doses 
used  can  be  certified  by  the  hospital  as 
coming  from  non-HEU  sources  and  have 
been  priced  using  a  Full  Cost  Recovery 
accounting  methodology.  The  code 
would  pay  hospitals  for  the  additional 
(marginal)  cost  of  using  Tc-99m  from  a 
non-HEU  source. 

Hospitals  would  not  be  required  to 
make  a  separate  certification  of  the  non- 
HEU  source  on  the  claim;  the  inclusion 
of  the  proposed  new  HCPCS  QXXXX 
code  on  the  claim  would  indicate  that 
the  hospital  has  met  the  conditions  of 
the  service  definition  as  it  does  for  any 
billed  service.  However,  in  the  event  of 
an  audit,  hospitals  would  be  expected  to 
be  able  to  produce  documentation  that 
the  individual  dose  delivered  to  the 
patient  was  completely  produced  from  a 
non-HEU  source.  We  are  proposing 
three  ways  in  which  hospitals  could 
accomplish  this. 

First,  the  hospital  could  produce 
documentation  such  as  invoices  or 
patient  dose  labels  or  tracking  sheets 
that  indicated  that  the  patient’s  dose 
was  completely  produced  from  non- 
HEU  sources  and  priced  based  on  Full 
Cost  Recovery.  In  this  first  case,  the 
supplier  would  be  expected  to  be  able 
to  trace  a  specific  dose  to  a  completely 
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non-HEU  batch.  Current  pharmacy 
recordkeeping  is  generally  able  to  trace 
all  components  of  radiopharmaceuticals 
back  to  their  source  production  batches. 

A  hospital  would  not  be  compliant  with 
the  code  definition  if  the  documentation 
indicated  the  supplier  had  produced  a 
mixed  batch  and  labeled  a  fraction  of 
the  doses  equal  to  the  non-HEU  fraction 
in  the  batch. 

Second,  a  hospital  could  produce 
documentation  that  the  entire  batch  of 
Tc-99m  doses  derives  from  non-HEU 
sources  for  a  specified  period  of  time, 
for  example,  the  time  that  a  single  non- 
HEU  based  generator  is  in  use.  This 
approach  would  obviate  the  need  for 
specific  dose  tracking  from  a  claims 
audit  perspective,  although  that 
information  is  typically  required  for 
other  purposes.  An  attestation  from  the 
generator  supplier  would  be  sufficient 
evidence  for  the  hospital,  as  would 
invoices  that  showed  that  all  Tc-99m 
during  a  specified  period  came  from 
inherently  non-HEU  alternative  sources. 

Third,  if  the  industry  should 
implement  labeling  of  generators  and/or 
doses  with  labels  attesting  to  100 
percent  non-HEU  sources  priced  at  Full 
Cost  Recovery,  documentation  of 
labeled  isotope  usage  using  either  the 
specific  dose  approach  or  the  100 
percent  hospital  usage  approach  could 
provide  evidence  of  hospital 
compliance.  The  hospital  would  be 
required  to  retain  appropriate 
documentation  within  the  hospital 
(including  pharmacy)  records  but  would 
not  need  to  keep  any  specific 
documentation  within  the  individual 
medical  record.  Also,  we  would 
consider  a  dose  to  be  priced  for  Full 
Cost  Recovery  when  the  supplier  could 
attest  that  the  supply  chain  adheres  to 
usual  industry  practices  to  account  for 
Full  Cost  Recovery,  specifically 
including  the  capital  cost  of  sustainable 
production  and  the  environmental  cost 
of  waste  management. 

To  reduce  the  administrative 
overhead  for  hospitals,  we  are  proposing 
not  to  require  hospitals  to  separately 
track  additional  costs  for  the  non-HEU 
Tc-99m,  but  to  include  the  cost  of  the 
radioisotope  in  the  cost  of  the  diagnostic 
radiopharmaceutical  as  usual,  reporting 
only  a  token  $1  charge  for  the  HCPCS 
QXXXX  code  line.  We  would  continue 
to  calculate  the  total  costs  of 
radionuclide  scans  using  claims  data, 
and  would  periodically  recalculate  the 
estimated  marginal  cost  of  non-HEU 
Full  Cost  Recovery  sources  using 
models  relying  on  the  best  available 
industry  reports  and  projections,  and 
would  adjust  the  payment  for  HCPCS 
QXXXX  code  accordingly,  reducing  the 
payment  for  the  scans  by  the  amount  of 


cost  paid  through  HCPCS  QXXXX  code 
pa)rment.  We  believe  this  proposal 
would  allow  us  to  continuously 
compensate  for  unanticipated  changes 
in  Tc-99m  cost  attributable  to  new  non- 
HEU  supply  sources. 

D.  Proposed  OPPS  APC-Specific  Policies 

1.  Placement  of  Amniotic  Membrane 
(APC  0233) 

In  CY  2011,  the  AMA  CPT  Editorial 
Panel  revised  the  long  descriptor  for 
CPT  code  65780  (Ocular  surface 
reconstruction;  amniotic  membrane 
transplantation,  multiple  layers)  to 
include  the  words  “multiple  layers”  to 
further  clarify  the  code  descriptor.  In 
addition,  the  AMA  CPT  Editorial  Panel 
created  two  new  CPT  codes  that 
describe  the  placement  of  amniotic 
membrane  on  the  ocular  surface  without 
reconstruction:  one  describing  the 
placement  of  a  self-retaining  (non- 
sutured/non-glued)  device  on  the 
surface  of  the  eye;  and  the  other 
describing  a  single  layer  of  amniotic 
membrane  sutured  to  the  surface  of  the 
eye.  Specifically,  the  AMA  CPT 
Editorial  Panel  established  CPT  codes 

65778  (Placement  of  amniotic 
membrane  on  the  ocular  surface  for 
wound  healing:  self-retaining)  and 

65779  (Placement  of  amniotic 
membrane  on  the  ocular  surface  for 
wound  healing;  single  layer,  sutured), 
effective  January  1,  2011. 

As  has  been  our  practice  since  the 
implementation  of  the  OPPS  in  2000, 
we  review  all  new  procedures  before 
assigning  them  to  an  APC.  In 
determining  the  APC  assignments  for 
CPT  codes  65778  and  65779,  we  took 
into  consideration  the  clinical  and 
resource  characteristics  involved  with 
placement  of  amniotic  membrane 
products  on  the  eye  for  wound  healing 
via  a  self-retaining  device  and  a  sutured, 
single-layer  technique.  In  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72402),  we  assigned  CPT 
code  65778  to  APC  0239  (Level  II  Repair 
and  Plastic  Eye  Procedures),  which  had 
a  payment  rate  of  approximately  $559, 
and  CPT  code  65779  to  APC  0255  (Level 
II  Anterior  Segment  Eye  Procedures), 
which  had  a  payment  rate  of 
approximately  $519. 

In  addition,  consistent  with  our 
longstanding  policy  for  new  codes,  we 
assigned  these  two  new  CPT  codes  to 
interim  APCs  for  CY  2011.  Specifically, 
we  assigned  CPT  codes  65778  and 
65779  to  comment  indicator  “NI”  in 
Addendum  B  of  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  to 
indicate  that  the  codes  were  new  with 
an  interim  APC  assignment  that  were 
subject  to  public  comment.  In 


accordance  with  our  longstanding 
policy,  our  interim  APC  assignments  for 
each  code  was  based  on  our 
understanding  of  the  resources  required 
to  furnish  the  service  as  defined  in  the 
code  descriptor  and  on  input  from  our 
physicians. 

At  the  Panel’s  February  28-March  1, 

2011  meeting,  a  presenter  requested  the 
reassignment  of  CPT  codes  65778  and 

65779  to  APC  0244  (Corneal  and 
Amniotic  Membrane  Transplant),  which 
is  the  same  APC  to  which  CPT  code 

65780  is  assigned.  The  presenter 
indicated  that  prior  to  CY  2011,  the 
procedures  described  by  CPT  codes 
65578  and  65779  were  previously 
reported  under  the  original  version  of 
CPT  code  65780,  which  did  not  specify 
“multiple  layers,”  and  as  such  these 
new  codes  should  continue  to  be 
assigned  to  APC  0244.  Further,  the 
presenter  stated  that  the  costs  of  the 
procedures  described  by  CPT  codes 
65778  and  65779  are  very  similar  to  the 
procedure  described  by  CPT  code 
65780. 

The  Panel  recommended  that  CMS 
reassign  the  APC  assignments  for  both 
CPT  codes  65778  and  65779. 

Specifically,  the  Panel  recommended 
the  reassignment  of  CPT  code  65778 
from  APC  0239  to  APC  0233(Level  III 
Anterior  Segment  Eye  Procedures),  and 
the  reassignment  of  CPT  code  65779 
from  APC  0255  to  APC  0233.  In 
addition,  the  Panel  recommended  that 
CMS  furnish  data  when  data  become 
available  for  these  two  codes.  We  noted 
at  that  time  that  because  these  codes 
were  effective  January  1,  2011,  the  first 
available  claims  data  for  these  codes 
would  be  for  the  CY  2013  OPPS 
rulemaking  cycle. 

We  accepted  the  Panel’s 
recommendations.  However,  in  the  CY 

2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74247),  we 
indicated  that,  while  we  agreed  with  the 
Panel’s  recommendation  to  reassign 
CPT  codes  65778  and  65779  to  APC 
0233,  we  believed  that  CPT  code  65778 
should  be  assigned  to  a  conditionally 
packaged  status  indicator  of  “Q2”  to 
indicate  that  the  procedure  would  be 
packaged  when  it  is  reported  with 
another  procedure  that  is  also  assigned 
to  status  indicator  “T”;  but  in  all  other 
circumstances,  the  code  would  be  paid 
separately.  Because  the  procedure 
described  by  CPT  code  65778  would 
rarely  be  provided  as  a  separate,  stand¬ 
alone  service  in  the  HOPD,  and  because 
the  procedure  would  almost  exclusively 
be  provided  in  addition  to  and 
following  another  procedure  or  service, 
we  proposed  to  reassign  CPT  code 
65778  to  a  conditionally  packaged  status 
indicator  of  “Q2.”  In  addition,  our 
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medical  advisors  indicated  that  the 
procedure  described  by  CPT  code  65778 
is  not  significantly  different  than 
placing  a  bandage  contact  lens  on  the 
surface  of  the  eye  to  cover  a  corneal 
epithelial  defect.  CPT  code  65778 
describes  the  simple  placement  of  a 
special  type  of  bandage  (a  self-retaining 
amniotic  membrane  device)  on  the 
surface  of  the  eye,  which  would  most 
commonly  be  used  in  the  HOPD  to 
cover  the  surface  of  the  eye  after  a 
procedure  that  results  in  a  corneal 
epithelial  defect. 

At  the  August  10-11,  2011  Panel 
Meeting,  a  presenter  urged  the  Panel  to 
recommend  to  CMS  not  to  conditionally 
package  CPT  code  65778  for  CY  2012, 
and  instead,  assign  it  to  status  indicator 
“T.”  Based  on  information  presented  at 
the  meeting,  and  after  further  discussion 
on  the  issue,  the  Panel  recommended 
that  CMS  reassign  the  status  indicator 
for  CPT  code  65778  from  conditionally 
packaged  “Q2”  to  status  indicator  “T.” 
Several  commenters  also  urged  CMS  not 
to  finalize  its  proposal  to  conditionally 
package  CPT  code  65778  by  assigning  it 
a  status  indicator  “Q2”  and  instead 
adopt  the  Panel’s’recommendation  to 
assign  status  indicator  “T.” 

After  consideration  of  the  Panel’s 
August  2011  recommendation  and  the 
public  comments  that  we  received  to  the 
CY  2012  OPPS/ASC  proposed  rule,  we 
finalized  our  proposal  and  reassigned 
the  status  indicator  for  CPT  code  65778 
from  “T”  to  “Q2”  effective  January  1, 


2012  (76  FR  74246).  Given  the  clinical 
characteristics  of  this  procedure,  we 
believed  that  conditionally  packaging 
CPT  code  65778  was  appropriate  under 
the  OPPS. 

For  the  CY  2013  OPPS  update,  we  are 
proposing  to  continue  to  assign  CPT 
code  65778  to  its  conditionally 
packaged  status  of  “Q2.”  Similarly,  we 
believe  that  we  should  assign  CPT  code 
65779  to  a  conditionally  packaged  status 
of  “Q2.”  Therefore,  for  CY  2013,  we  are 
proposing  to  revise  the  status  indicator 
for  CPT  code  65779  from  status 
indicator  “T”  to  “Q2”  to  indicate  that 
the  procedure  would  be  packaged  when 
it  is  reported  with  another  procedure 
that  is  also  assigned  to  status  indicator 
“T,”  but  in  all  other  circumstances,  the 
code  would  be  paid  separately.  This 
reassignment  would  enable  hospitals  to 
perform  either  procedures  (CPT  code 
65778  or  65779)  when  appropriate,  and 
would  not  differentiate  one  procedure 
from  the  other  because  of  the  status 
indicator  assignment  under  the  OPPS. 

As  indicated  at  the  February  28- 
March  1,  2011  Panel  meeting,  because 
CPT  codes  65778  and  65779  wefe 
effective  January  1,  2011,  the  first 
available  claims  data  for  these  codes 
would  be  in  CY  2012  for  the  CY  2013 
OPPS  rulemaking.  We  now  have  claims 
data  for  CPT  codes  65778  and  65779, 
and  our  data  show  that  both  procedures 
are  performed  in  the  HOPD  setting. 
Analysis  of  the  CY  2011  claims  data 
available  for  this  proposed  rule,  which 


is  based  on  claims  processed  from 
January  1  through  December  31,  2011, 
reveals  that  the  estimated  cost  for  CPT 
code  65778  is  approximately  $1,025' 
based  on  33  single  claims  (out  of  130 
total  claims),  and  the  estimated  cost  for 
CPT  code  65779  is  approximately 
$2,303  based  on  35  single  claims  (out  of 
260  total  claims).  Based  on  the  clinical 
similarity  to  other  procedures  currently 
assigned  to  APC  0233,  and  because 
there  is  no  violation  with  the  2  times 
rule,  we  believe  that  we  should 
continue  to  assign  both  CPT  codes 
65778  and  65779  to  APC  0233,  which 
has  a  proposed  cost  of  approximately 
$1,150.  Review  of  the  procedures 
assigned  to  APC  0233  shows  that  the 
range  of  the  CPT  cost  for  the  procedures 
with  significant  claims  data  is  between 
approximately  $859  (for  CPT  code 
65400  (Removal  of  eye  lesion))  and 
approximately  $1,397  (for  CPT  code 
66840  (Removal  of  lens  material)). 

In  summary,  for  CY  2013,  we  are 
proposing  to  continue  to  assign  CPT 
code  65778  to  its  conditionally 
packaged  status  of  “Q2”  and  to  reassign 
the  status  indicator  for  CPT  code  65779 
from  “T”  to  “Q2,”  similar  to  CPT  code 
65778.  In  addition,  we  are  proposing  to 
continue  to  assign  both  CPT  codes 
65778  and  65779  to  APC  0233,  which 
has  a  proposed  cost  of  approximately 
$1,150.  Both  procedures  and  their  CY 
2013  proposed  APC  assignments  are 
displayed  in  Table  19  below. 


Table  19— Proposed  APC  Assignments  for  CPT  Codes  65778  and  65779  for  CY  2013 


CY  2012 
HCPCS  code 

CY  2012  short  descriptor 

CY  2012  SI 

CY  2012  APC 

Proposed  CY 
2013  SI 

Proposed  CY 
2013  APC 

65778  . 

Cover  eye  w/membrane  . . . 

Q2 

0233 

Q2 

0233 

65779  . 

Cover  eye  w/membrane  suture  . 

T 

!  0233 

Q2 

0233 

2.  Proton  Beam  Therapy  (APCs  0664 
and  0667) 

APC  0664  (Level  I  Proton  Beam 
Radiation  Therapy)  includes  twg 
procedures,  CPT  code  77520  (Proton 
treatment  delivery;  simple,  without 
compensation)  with  an  estimated  cost  of 
approximately  $331  (based  on  185 
single  claims  of  185  total  claims 
submitted  for  CY  2011);  and  CPT  code 
77522  (Proton  treatment  delivery; 
simple,  with  compensation)  with  an 
estimated  cost  of  approximately  $1,191 
(based  on  14,279  single  claims  of  15,405 
total  claims  submitted  for  CY  2011). 

APC  0667  (Level  II  Proton  Beam 
Radiation  Therapy)  also  includes  two 
procedures,  CPT  code  77523  (Proton 
treatment  delivery,  intermediate)  with 
an  estimated  cost  of  approximately  $920 


(based  on  3,009  single  claims  of  3,202 
total  claims  submitted  for  CY  2011),  and 
CPT  code  77525  (Proton  treatment 
delivery,  complex)  with  an  estimated 
cost  of  approximately  $483  (based  on 
1,400  single  claims  of  1,591  total  claims 
submitted  for  CY  2011).  Based  on  these 
CY  2011  claims  data,  the  estimated  cost 
of  APC  0664  is  approximately  $1,171, 
and  the  estimated  cost  of  APC  0667  is 
approximately  $750. 

Because  only  three  providers  bill 
Medicare  for  these  services,  their 
payment  rates,  which  are  set  annually 
based  on  claims  data  according  to  the 
standard  OPPS  ratesetting  methodology, 
may  fluctuate  significantly  from  year  to 
year.  For  CY  2013,  the  estimated  cost  of 
APC  0664  is  approximately  the  same  as 
its  CY  2012  payment  rate  of  $1,184. 
However,  the  estimated  cost  of  APC 


0667  has  decreased  substantially,  which 
is  largely  attributable  to  cost  changes  for 
CPT  code  77523.  For  CY  2013,  we  are 
proposing  to  improve  the  resource 
homogeneity  within  the  proton  beam 
APCs  by  including  the  services 
requiring  fewer  resources  in  APC  0664 
(Level  I)  and  the  services  requiring 
greater  resources  in  APC  0667  (Level  II). 
Specifically,  we  are  proposing  to 
reassign  CPT  code  77522  to  APC  0667 
and  to  reassign  CPT  code  77525  to  APC 
0664.  Under  the  proposed  reassignment, 
the  estimated  cost  of  APC  0664  is  $462 
and  the  estimated  cost  of  APC  0667  is 
$1,138.  We  are  inviting  public 
comments  on  this  proposal. 
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3.  Intraoperative  Radiation  Therapy 
(lORT)  (APC  0412) 

a.  Background 

The  AMA  CPT  Editorial  Panel  created 
three  new  Category  I  CPT  codes  for 
intraoperative  radiation  therapy  (lORT), 
effective  January  1,  2012:  CPT  codes 
77424  (Intraoperative  radiation 
treatment  delivery,  x*ray,  single 
treatment  session);  77425 
(Intraoperative  radiation  treatment 
delivery,  electrons,  single  treatment 
session);  and  77469  (Intraoperative 
radiation  treatment  management).  As 
with  all  new  CPT  codes  for  CY  2012, 
these  three  codes  were  included  in 
Addendum  B  to  the  CY  2012  OPPS/ASC 
hnal  rule  with  comment  period 
(available  via  the  CMS  Web  site), 
effective  on  January  1,  2012.  In 
accordance  with  our  standard  practice 
each  year,  our  clinicians  review  the 
many  CPT  code  changes  that  will  be 
effective  in  the  forthcoming  year  and 
make  decisions  regarding  status 
indicators  and/or  APC  assignments 
based  on  their  understanding  of  the 
nature  of  the  services.  We  are  unable  to 
include  proposed  status  indicators  and/ 
or  APC  assignments  in  the  proposed 
rule  for  codes  that  are  not  announced  by 
the  AMA  CPT  Editorial  Panel  prior  to 
the  issuance  of  the  proposed  rule. 
Therefore,  in  accordance  with  our 
longstanding  policy,  we  include,  in  the 
final  rule  with  comment  period,  interim 
status  indicators  and/or  APC 
assignments  for  all  new  CPT  codes  that 
are  announced  by  the  AMA  CPT 
Editorial  Panel  subsequent  to  the 
issuance  of  the  OPPS/ASC  proposed 
rule  to  enable  payment  for  new  services 
as  soon  as  the  codes  are  effective. 

We  identified  the  new  codes  for  lORT 
for  CY  2012  in  Addendum  B  to  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  as  being  open  to  public 
comment  by  showing  a  comment 
indicator  of  “NI”  and  made  interim 
status  indicator  assignments  for  each  of 
these  new  lORT  codes,  based  on  our 
understanding  of  the  clinical  natiure  of 
the  services  they  describe.  Specifically, 
for  CY  2012,  we  packaged  these  lORT 
service  codes  with  the  surgical 
procedures  with  which  they  are  billed, 
assigning  them  interim  status  indicators 
of  “N”  (Items  and  Services  Packaged 
into  APC  Rates).  We  did  so  based  on  a 
policy  that  was  adopted  in  the  CY  2008 
OPPS  final  rule  with  comment  period 
(72  FR  66610  through  66659)  to  package 
services  that  are  typically  ancillary  and 
supportive  of  a  principal  diagnostic  or 
therapeutic  procedure,  which  would 
generally  include  intraoperative 
services.  Because  lORT  are 
intraoperative  services  furnished  as  a 


single  dose  during  the  time  of  the 
related  surgical  session,  we  packaged 
them  into  the  payment  for  the  principal 
surgical  procedures  with  which  they  are 
performed  based  on  claims  data  used  for 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period. 

Subsequent  to  issuance  of  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period,  stakeholders  provided 
comments  on  the  interim  status  of  these 
lORT  service  codes  for  CY  2012, 
asserting  that  these  services  are  not 
ancillary  to  the  surgical  procedures, 
urging  us  to  unpackage  these  codes,  and 
requesting  that  we  assign  them  to  an 
APC  reflective  of  the  resources  used  to 
provide  the  lORT  services.  The 
stakeholders  argued  that  lORT  services 
described  by  CPT  codes  77424  and 
77425  are  separate,  distinct,  and 
independent  radiation  treatment 
services  from  the  surgical  services  to 
remove  a  malignant  growth.  According 
to  the  commenters,  lORT  is  performed 
separately  by  a  radiation  oncologist  and 
a  medical  physicist  when  there  is 
concern  for  residual  unresected  cancer 
because  of  narrow  margins  related  to  the 
surgical  resection. 

b.  CY  2013  Proposals  for  CPT  Codes 
77424,  77425, and  77469 

Based  on  the  comments  and 
information  received  on  the  proposed 
lORT  policies  contained  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period,  and  after  further  review  and 
consideration  of  those  comments  and 
the  clinical  nature  of  the  lORT 
procedures,  we  agree  that  lORT  services 
are  not  the  typical  intraoperative 
services  that  we  package,  as  they  are  not 
integral  to  or  dependent  upon  the 
surgical  procedure  to  remove  a 
malignancy  that  precedes  lORT. 
Therefore,  for  CY  2013,  we  are 
proposing  to  unpackage  CPT  codes 
77424  and  77425,  and  assign  them  to 
APC  0412,  currently  entitled  “IMRT 
Treatment  Delivery.”  lORT  treatment 
services  are  clinically  similar  to  other 
radiation  treatment  forms,  such  as  IMRT 
treatment,  which  are  assigned  to  APC 
0412.  Furthermore,  we  are  proposing  to 
change  the  title  of  APC  0412  to  “Level 
III  Radiation  Therapy”  to  encompass  a 
greater  number  of  clinically  similar 
radiation  treatment  modalities.  The 
proposed  rule  cost  of  APC  0412  based 
on  CY  2011  claims  data  is 
approximately  $496.  As  is  our  normal 
procedure  for  new  CPT  codes,  we  will 
monitor  hospitals’  costs  for  furnishing 
the  services  described  by  CPT  codes 
77424  and  77425. 

We  believe  that  CPT  code  77469 
should  receive  equal  treatment  to  other 
radiation  management  codes,  such  as 


CPT  code  77431  (Radiation  therapy 
management  with  complete  course  of 
therapy  consisting  of  1  or  2  fractions 
only)  and  CPT  code  77432  (Stereotactic 
radiation  treatment  management  of 
cranial  lesion(s)  (complete  course  of 
treatment  consisting  of  1  session)), 
which  are  assigned  status  indicator  “B” 
(Codes  that  are  not  recognized  by  OPPS 
when  submitted  on  an  outpatient 
hospital  Part  B  bill  type  (12x  and  13x)) 
and  are  not  paid  under  the  OPPS. 
Therefore,  we  are  proposing  that  the 
appropriate  status  indicator  code 
assignment  for  CPT  code  77469  be  “B” 
for  nonpayable  status  under  the  OPPS 
for  CY  2013,  a  change  from  its  current 
CY  2012  status  indicator  assignment  of 
“N”  for  packaged  payment  status. 

IV.  Proposed  OPPS  Payment  for  Devices 

A.  Proposed  Pass-Through  Payments  for 
Devices 

1.  Expiration  of  Transitional  Pass- 
Through  Payments  for  Certain  Devices 

a.  Background 

Section  1833(t)(6)(B)(iii)  of  the  Act 
requires  that,  under  the  OPPS,  a 
category  of  devices  be  eligible  for 
transitional  pass-through  payments  for 
at  least  2,  but  not  more  than  3,  years. 
This  pass-through  payment  eligibility 
period  begins  with  the  first  date  on 
which  transitional  pass-through 
payments  may  be  made  for  any  medical 
device  that  is  described  by  the  category. 
We  may  establish  a  new  device  category 
for  pass-through  payment  in  any 
quarter.  Under  our  established  policy, 
we  base  the  pass-through  status 
expiration  date  for  a  device  category  on 
the  date  on  which  pass-through 
payment  is  effective  for  the  category, 
which  is  the  first  date  on  which  pass¬ 
through  payment  may  be  made  for  any 
medical  device  that  is  described  by  such 
category.  We  propose  and  finalize  the 
dates  for  expiration  of  pass-through 
status  for  device  categories  as  part  of  the 
OPPS  annual  update. 

We  also  have  an  established  policy  to 
package  the  costs  of  the  devices  that  are 
no  longer  eligible  for  pass-through 
payments  into  the  costs  of  the 
procedures  with  which  the  devices  are 
reported  in  the  claims  data  used  to  set 
the  payment  rates  (67  FR  66763). 
Brachytherapy  sources,  which  are  now 
separately  paid  in  accordance  with 
section  1833(t)(2)(H)  of  the  Act,  are  an 
exception  to  this  established  policy. 

There  currently  are  four  device 
categories  eligible  for  pass-through 
payment.  These  device  categories  are 
described  by  HCPCS  code  Cl  749 
(Endoscope,  retrograde  imaging/ 
illumination  colonoscope  device 
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(implantable)),  which  we  made  effective 
for  pass-through  payment  October  1, 

2010;  HCPCS  codes  C1830  (Powered 
bone  marrow  biopsy  needle)  and  Cl  840 
(Lens,  intraocular  (telescopic)),  which 
we  made  effective  for  jpass-through 
payment  October  1,  2011;  and  HCPCS 
code  Cl 886  (Catheter,  extravascular 
tissue  ablation,  any  modality 
(insertable)),  which  we  made  effective 
for  pass-through  payment  January  1, 

2012.  In  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period,  we  finalized 
the  expiration  of  pass-through  payment 
for  Cl 749,  which  will  expire  after 
December  31,  2012  (76  FR  74278). 
Therefore,  after  December  31,  2012,  we 
will  package  the  Cl 749  device  costs  into 
the  costs  of  the  procedures  with  which 
the  devices  are  reported  in  the  hospital 
claims  data  used  in  OPPS  ratesetting. 

b.  Proposed  CY  2013  Policy 

As  stated  above,  section 
1833(t)(6)(B)(iii)  of  the  Act  requires  that, 
under  the  OPPS,  a  category  of  devices 
be  eligible  for  transitional  pass-through 
payments  for  at  least  2,  but  not  more 
than  3  years.  Device  pass-through 
categories  C1830  and  C1840  were 
established  for  pass-through  payments 
on  October  1,  2011,  and  will  have  been 
eligible  for  pass-through  payments  for 
more  than  2  years  but  less  than  3  years 
as  of  the  end  of  CY  2013.  Also,  device 
pass-through  category  Cl 886  was 
established  for  pass-through  payments 
on  January  1,  2012,  and  will  have  been 
eligible  for  pass-through  payments  for  at 
least  2  years  but  less  than  3  years  as  of 
the  end  of  CY  2013.  Therefore,  we  are 
proposing  a  pass-through  payment 
expiration  date  for  device  categories 
C1830,  C1840,  and  C1886  of  December 
31,  2013.  Under  our  proposal,  beginning 
January  1,  2014,  device  categories 
C1830,  C1840,  and  C1886  will  no  longer 
be  eligible  for  pass-through  payments, 
and  their  respective  device  costs  would 
be  packaged  into  the  costs  of  the 
procedures  with  which  the  devices  are 
reported  in  the  claims  data. 

2.  Proposed  Provisions  for  Reducing 
Transitional  Pass-Through  Payments  To 
Offset  Costs  Packaged  Into  APC  Groups 

a.  Background 

Section  1833(t)(6)(D)(ii)  of  the  Act  sets 
the  amount  of  additional  pass-through 
payment  for  an  eligible  device  as  the 
amount  by  which  the  hospital’s  charges 
for  a  device,  adjusted  to  cost  (cost  of 
device)  exceeds  the  portion  of  the 
otherwise  applicable  Medicare 
outpatient  department  fee  schedule 
amount  (APC  payment  amount) 
associated  with  the  device.  We  have  an 
established  policy  to  estimate  the 


portion  of  each  APC  payment  rate  that 
could  reasonably  be  attributed  to  the 
cost  of  the  associated  devices  that  are 
eligible  for  pass-through  payments  (66 
FR  59904)  for  purposes  of  estimating  the 
portion  of  the  otherwise  applicable  APC 
payment  amount  associated  with  the 
device.  For  eligible  device  categories, 
we  deduct  an  amount  that  reflects  the 
portion  of  the  APC  payment  amount 
that  we  determine  is  associated  with  the 
cost  of  the  device,  defined  as  the  device 
APC  offset  amount,  from  the  charges 
adjusted  to  cost  for  the  device,  as 
provided  by  section  1833(t)(6)(D)(ii)  of 
the  Act,  to  determine  the  eligible 
device’s  pass-through  payment  amount. 
We  have  consistently  employed  an 
established  methodology  to  estimate  the 
portion  of  each  APC  payment  rate  that 
could  reasonably  be  attributed  to  the 
cost  of  an  associated  device  eligible  for 
pass-through  payment,  using  claims 
data  from  the  period  used  for  the  most 
recent  recalibration  of  the  APC  rates  (72 
FR  66751  through  66752).  We  establish 
and  update  the  applicable  device  APC 
offset  amounts  for  eligible  pass-through 
device  categories  through  the 
transmittals  that  implement  the 
quarterly  OPPS  updates. 

We  currently  have  published  a  list  of 
all.  procedural  APCs  with  the  CY  2012 
portions  (both  percentages  and  dollar 
amounts)  of  the  APC  payment  amounts 
that  we  determine  are  associated  with 
the  cost  of  devices,  on  the  CMS  Web  site 
at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
Hospi talOu tpatien tPPS/in dex.html.  The 
dollar  amounts  are  used  as  the  device 
APC  offset  amounts.  In  addition,  in 
accordance  with  our  established 
practice,  the  device  APC  offset  amounts 
in  a  related  APC  are  used  in  order  to 
evaluate  whether  the  cost  of  a  device  in 
an  application  for  a  new  device  category 
for  pass-through  payment  is  not 
insignificant  in  relation  to  the  APC 
payment  amount  for  the  service  related 
to  the  category  of  devices,  as  specified 
in  our  regulations  at  §  419.66(d). 

Beginning  in  CY  2010,  we  include 
packaged  costs  related  to  implantable 
biologicals  in  the  device  offset 
calculations  in  accordance  with  our 
policy  that  the  pass-through  evaluation 
process  and  payment  methodology  for 
implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  status  beginning  on  or 
after  January  1,  2010,  be  the  device  pass¬ 
through  process  and  payment 
methodology  only  (74  FR  60476). 


b.  Proposed  CY  2013  Policy 

For  CY  2013,  we  are  proposing  to 
continue  our  established  methodology 
to  estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  an  associated 
device  eligible  for  pass-through 
payment,  using  claims  data  from  the 
period  used  for  the  most  recent 
recalibration  of  the  APC  rates.  We  are  * 
proposing  to  continue  our  policy,  for  CY 
2013,  that  the  pass-through  evaluation 
process  and  pass-through  payment 
methodology  for  implantable  biologicals 
that  Eire  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  status  beginning  on  or 
after  January  1,  2010,  be  the  device  pass¬ 
through  process  and  payment 
methodology  only.  The  rationale  for  this 
policy  is  provided  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60471  through  60477).  We 
also  are  proposing  to  continue  our 
established  policies  for  calculating  and 
setting  the  device  APC  offset  amounts 
for  each  device  category  eligible  for 
pass-through  payment.  In  addition,  we 
are  proposing  to  continue  to  review 
each  new  device  category  on  a  case-by¬ 
case  basis  to  determine  whether  device 
costs  associated  with  the  new  category 
are  already  packaged  into  the  existing 
APC  structure.  If  device  costs  packaged 
into  the  existing  APC  structure  are  • 
associated  with  the  new  category,  we 
are  proposing  to  deduct  the  device  APC 
offset  amount  from  the  pass-through 
payment  for  the  device  category.  As 
stated  earlier,  these  device  APC  offset 
amounts  also  would  be  used  in  order  to 
evaluate  whether  the  cost  of  a  device  in 
an  application  for  a  new  device  category 
for  pass-through  payment  is  not 
insignificant  in  relation  to  the  APC 
payment  amount  for  the  service  related 
to  the  category  of  devices  (§  419.66(d)). 

For  CY  2013,  we  also  Eire  proposing  to 
continue  our  policy  established  in  CY 
2010  to  include  implantable  biologicals 
in  our  calculation  of  the  device  APC 
offset  amounts.  In  addition,  we  Eire 
proposing  to  continue  to  calculate  and 
set  any  device  APC  offset  amount  for  a 
new  device  pass-through  category  that 
includes  a  newly  eligible  implEmtable 
biological  beginning  in  CY  2013  using 
the  same  methodology  we  have 
historically  used  to  calculate  and  set 
device  APC  offset  amounts  for  device 
categories  eligible  for  pass-through 
payment,  and  to  include  the  costs  of 
implantable  biologicals  in  the 
calculation  of  the  device  APC  offset 
amounts. 

In  addition,  we  are  proposing  to 
update,  on  the  CMS  Web  site  at 
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http  ://www.  cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html,  the 
list  of  all  procedural  APCs  with  the  final 
CY  2013  portions  (once  available  ^t  the 
time  of  final  rulemaking)  of  the  APC 
payment  amounts  that  we  determine  are 
associated  with  the  cost  of  devices  so 
that  this  information  is  available  for  use 
by  the  public  in  developing  potential 
CY  2013  device  pass-through  payment 
applications  and  by  CMS  in  reviewing 
those  applications. 

3.  Proposed  Clarification  of  Existing 
Device  Category  Criterion 

a.  Background 

Section  1833(t)(6)(B)(ii)(IV)  of  the  Act 
directs  the  Secretary  to  establish  a  new 
device  category  for  pass-through 
payment  for  which  none  of  the  pass¬ 
through  categories  in  effect  (or  that  were 
previously  in  effect)  is  appropriate. 
Commenters  who  responded  to  our 
*  various  proposed  rules,  as  well  as 
applicants  for  new  device  categories, 
had  expressed  concern  that  some  of  our 
existing  and  previously  in  effect  device 
category  descriptors  were  overly  broad, 
and  that  the  device  category  descriptors 
as  they  are  currently  written  may 
preclude  some  new  technologies  from 
qualifying  for  establishment  of  a  new 
device  category  for  pass-through 
payment  (70  FR  68630  through  68631). 
As  a  result  of  these  comments,  we 
finalized  a  policy,  effective  January  1, 
2006,  to  create  an  additional  category 
for  devices  that  meet  all  of  the  criteria 
required  to  establish  a  new  category  for 
pass-through  payment  in  instances 
where  we  believe  that  an  existing  or 
previously  in  effect  category  descriptor 
does  not  appropriately  describe  the  new 
device.  Accordingly,  effective  January  1, 
2006,  we  revised  §  419.66(c)(1)  of  the 
regulations  to  reflect  this  policy  change. 
In  order  to  determine  if  a  new  device  is 
appropriately  described  by  any  existing 
or  previously  in  effect  category  of 
devices,  we  apply  two  tests  based  upon 
our  evaluation  of  information  provided 
to  us  in  the  device  category  application. 
First,  an  applicant  for  a  new  device 
category  must  show  that  its  device  is  not 
similar  to  devices  (including  related 
predicate  devices)  whose  costs  are 
reflected  in  the  currently  available  . 
OPPS  claims  data  in  the  most  recent 
OPPS  update.  Second,  an  applicant 
must  demonstrate  that  utilization  of  its 
device  provides  a  substantial  clinical 
improvement  for  Medicare  beneficiaries 
compared  with  currently  available 
treatments,  including  procedures 
utilizing  devices  in  any  existing  or 
previously  in  effect  device  categories. 
We  consider  a  new  device  that  meets 


both  of  these  tests  not  to  be 
appropriately  described  by  any  existing 
or  previously  in  effect  pass-through 
device  categories  (70  FR  68630  through 
68631). 

b.  Proposed  Clarification  of  CY  2013 
Policy 

For  CY  2013,  we  are  proposing  to 
clarify  the  test  that  requires  an  applicant 
for  a  new  device  category  to  show  that 
its  device  is  not  similar  to  devices 
(including  related  predicate  devices) 
whose  costs  are  reflected  in  the 
currently  available  OPPS  claims  data  in 
the  most  recent  OPPS  update.  We  are 
clarifying  that  this  test  includes 
showing  that  a  new  device  is  not  similar 
to  predicate  devices  that  once  belonged 
in  any  existing  or  previously  in  effect 
pass-through  device  categories.  Under 
this  test,  a  candidate  device  may  not  be 
considered  to  be  appropriately 
described  by  any  existing  or  previously 
in  effect  pass-through  device  categories 
if  the  applicant  adequately  demonstrates 
that  the  candidate  device  is  not  similar 
to  devices  (including  related  predicate 
devices)  that  belong  or  once  belonged  to 
an  existing  or  any  previously  in  effect 
device  category,  and  that  the  candidate 
device  is  not  similar  to  devices  whose 
costs  are  reflected  in  the  OPPS  claims 
data  in  the  most  recent  OPPS  update. 

The  substantial  clinical  improvement 
criterion,  which  also  must  be  satisfied 
in  every  case,  as  indicated  in 
§  419.66(c)(2)  of  our  regulations,  is 
separate  from  the  criterion  that  a 
candidate  device  not  be  similar  to 
devices  in  any  existing  or  previously  in 
effect  pass-through  categories.  We  are 
inviting  public  comments  regarding  this 
proposed  clarification. 

B.  Proposed  Adjustment  to  OPPS 
Payment  for  No  Cost/Full  Credit  and 
Partial  Credit  Devices 

1.  Background 

To  ensure  equitable  payment  when 
the  hospital  receives  a  device  without 
cost  or  with  full  credit,  in  CY  2007,  we 
implemented  a  policy  to  reduce  the 
payment  for  specified  device-dependent 
APCs  by  the  estimated  portion  of  the 
APC  payment  attributable  to  device 
costs  (that  is,  the  device  offset)  when  the 
hospital  receives  a  specified  device  at 
no  cost  or  with  full  credit  (71  FR  68071 
through  68077).  Hospitals  are  instructed 
to  report  no  cost/full  credit  cases  using 
the  “FB”  modifier  on  the  line  with  the 
procedure  code  in  which  the  no  cost/ 
full  credit  device  is  used.  In  cases  in 
which  the  device  is  furnished  without 
cost  or  with  full  credit,  the  hospital  is 
instructed  to  report  a  token  device 
charge  of  less  than  $1.01.  In  cases  in 


which  the  device  being  inserted  is  an 
upgrade  (either  of  the  same  type  of 
device  or  to  a  different  type  of  device) 
with  a  full  credit  for  the  device  being 
replaced,  the  hospital  is  instructed  to 
report  as  the  deviCe  charge  the 
difference  between  its  usual  charge  for 
the  device  being  implanted  and  its  usual 
charge  for  the  device  for  which  it 
received  full  credit.  In  CY  2008,  we 
expanded  this  payment  adjustment 
policy  to  include  cases  in  which 
hospitals  receive  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  specified 
device.  Hospitals  are  instructed  to 
append  the  ‘.‘FC”  modifier  to  the 
procedure  code  that  reports  the  service 
provided  to  furnish  the  device  when 
they  receive  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  the  new 
device.  We  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  for  more  background  information 
on  the  “FB”  and  “FC”  payment 
adjustment  policies  (72  FR  66743 
through  66749). 

2.  Proposed  APCs  and  Devices  Subject 
to  the  Adjustment  Policy 

For  CY  2013,  we  are  proposing  to 
continue  the  existing  policy  of  reducing 
OPPS  payment  for  specified  APCs  by 
100  percent  of  the  device  offset  amount 
when  a  hospital  furnishes  a  specified 
device  without  cost  or  with  a  full  credit 
and  by  50  percent  of  the  device  offset 
amount  when  the  hospital  receives 
partial  credit  in  the  amount  of  50 
percent  or  more  of  the  cost  for  the 
specified  device.  (We  refer  readers  to 
section  II.A.2.d.(l)  of  this  proposed  rule 
for  a  description  of  our  standard 
ratesetting  methodology  for  device¬ 
dependent  APCs.) 

For  CY  2013,  we  also  are  proposing  to 
continue  using  the  three  criteria 
established  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  for 
determining  the  APCs  to  which  this 
policy  applies  (71  FR  68072  through 
68077).  Specifically:  (1)  All  procedures 
assigned  to  the  selected  APCs  must 
involve  implantable  devices  that  would 
be  reported  if  device  insertion 
procedures  were  performed;  (2)  the 
required  devices  must  be  surgically 
inserted  or  implanted  devices  that 
remain  in  the  patient’s  body  after  the 
conclusion  of  the  procedure  (at  least 
temporarily);  and  (3)  the  device  offset 
amount  must  be  significant,  which,  for 
purposes  of  this  policy,  is  defined  as 
exceeding  40  percent  of  the  APC  cost. 
We  also  are  proposing  to  continue  to 
restrict  the  devices  to  which  the  APC 
payment  adjustment  would  apply  to  a 
specific  set  of  costly  devices  to  ensure 
that  the  adjustment  would  not  be 
triggered  by  the  implantation  of  an 
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inexpensive  device  whose  cost  would 
not  constitute  a  significant  proportion  of 
the  total  payment  rate  for  an  APC.  We 
continue  to  believe  these  criteria  are 
appropriate  because  free  devices  and 
device  credits  are  likely  to  be  associated 
with  particular  cases  only  when  the 
device  must  be  reported  on  the  claim 
and  is  of  a  type  that  is  implanted  and 
remains  in  the  body  when  the 
beneficiary  leaves  the  hospital.  We 
believe  that  the  reduction  in  payment  is 
appropriate  only  when  the  cost  of  the 
device  is  a  significant  part  of  the  total 
cost  of  the  APC  into  which  the  device 
cost  is  packaged,  and  that  the  40-percent 
threshold  is  a  reasonable  definition  of  a 
significant  cost. 

We  examined  the  offset  amounts 
calculated  from  the  CY  2013  proposed 
rule  data  and  the  clinical  characteristics 
of  APCs  to  determine  whether  the  APCs 
to  which  the  no  cost/full  credit  and 
partial  credit  device  adjustment  policy 
applied  in  CY  2012  continue  to  meet  the 
criteria  for  CY  2013,  and  to  determine 
whether  other  APCs  to  which  the  policy 
did  not  apply  in  CY  2012  would  meet 
the  criteria  for  CY  2013.  Based  on  the 
CY  2011  claims  data  available  for  this 

Table  20— Proposed  APCs  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy 

Would  Apply  in  CY  201 3 


Proposed  CY 
2013  APC 

Proposed  CY  2013  APC  Title 

Proposed 
CY2013 
device  offset 
percentage  for 
no  cost/ 
full  credit  case 

Proposed 

CY  2013 
device  offset 
percentage  for 
partial  credit 
case 

0039  . 

Level  1  Implantation  of  Neurostimulator  Generator . 

86 

43 

0040  . 

Level  1  Implantation/Revision/Replacement  of  Neurostimulator  Electrodes . 

55 

28 

0061  . 

Level  II  Implantation/Revision/Replacement  of  Neurostimulator  Electrodes . 

66 

33 

0089  . 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes . 

70 

35 

0090  . 

Insertion/Replacement  of  Pacemaker  Pulse  Generator  . 

71 

35 

0106  . 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes  . 

48 

24 

0107  . 

Insertion  of  Cardioverter-Defibrillator  . 

83 

42 

0108  . 

Insertion/Replacement/Repair  of  AlCD  Leads,  Generator,  and  Pacing  Electrodes  .... 

84 

42 

0227  . 

Implantation  of  Drug  Infusion  Device . 

82 

41 

0259  . 

Level  VII  ENT  Procedures  . 

84 

42 

0315  . 

Level  II  Implantation  of  Neurostimulator  Generator . 

88 

44 

0318  . 

Implantation  of  Cranial  Neurostimulator  Pulse  Generator  and  Electrode  . 

87 

44 

0385  . 

Level  1  Prosthetic  Urological  Procedures . 

63 

31 

0386  . 

Level  II  Prosthetic  Urological  Procedures . 

70 

35 

0425  . 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis  . 

58 

29 

0648  . 

50 

25 

0654  . 

Insertion/Replacement  of  a  permanent  dual  chamber  pacemaker  . 

74 

37 

0655  . 

Insertion/Replacement/Conversion  of  a  P.ermanent  Dual  Chamber  Pacemaker  or 

73 

37 

Pacing  Electrode. 

0680  . 

Insertion  of  Patient  Activated  Event  Recorders . ;...•. . 

74 

37 

proposed  rule,  we  are  not  proposing  any 
changes  to  the  APCs  and  devices  to 
which  this  policy  applies. 

Table  20  below  lists  the  proposed 
APCs  to  which  the  payment  adjustment 
policy  for  no  cost/full  credit  and  partial 
credit  devices  would  apply  in  CY  2013 
and  displays  the  proposed  payment 
adjustment  percentages  for  both  no  cost/ 
full  credit  and  partial  credit 
circumstances.  We  are  proposing  that 
the  no  cost/full  credit  adjustment  for 
each.  APC  to  which  this  policy  would 
continue  to  apply  would  be  the  device 
offset  percentage  for  the  APC  (the 
estimated  percentage  of  the  APC  cost 
that  is  attributable  to  the  device  costs 
that  are  already  packaged  into  the  APC). 
We  also  are  proposing  that  the  partial 
credit  device  adjustment  for  each  APC 
would  continue  to  be  50  percent  of  the 
no  cost/full  credit  adjustment  for  the 
APC. 

Table  21  below  lists  the  proposed 
devices  to  which  the  payment 
adjustment  policy  for  no  cost/full  credit 
and  partial  credit  devices  would  apply 
in  CY  2013.  We  will  update  the  lists  of 
APCs  and  devices  to  which  the  no  cost/ 
full  credit  and  partial  credit  device 


adjustment  policy  would  apply  for  CY 
2013,  consistent  with  the  three  criteria 
discussed  earlier  in  this  section,  based 
on  the  final  CY  2011  claims  data 
available  for  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period. 

We  are  proposing,  for  CY  2013,  that 
OPPS  payments  for  implantation 
procedures  to  which  the  “FB”  modifier 
is  appended  are  reduced  by  100  percent 
of  the  device  offset  for  no  cost/full 
credit  cases  when  both  a  device  code 
listed  in  Table  21  below  is  present  on 
the  claim,  and  the  procedure  code  maps 
to  an  APC  listed  in  Table  20  below.  We 
also  are  proposing  that  OPPS  payments 
for  implantation  procedures  to  which 
the  “FC”  modifier  is  appended  are 
reduced  by  50  percent  of  the  device 
offset  when  both  a  device  code  listed  in 
Table  21  is  present  on  the  claim  and  the 
procedure  code  maps  to  an  APC  listed 
in  Table  20.  Beneficiary  copayment  is 
based  on  the  reduced  amount  when 
either  the  “FB”  modifier  or  the  “FC” 
modifier  is  billed  and  the  procedure  and 
device  codes  appear  on  the  lists  of 
procedures  and  devices  to  which  this 
policy  applies. 
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Table  21— Proposed  Devices  to 
Which  the  No  Cost/Full  Credit 
AND  Partial  Credit  Device  Ad¬ 
justment  Policy  Would  Apply  in 
CY  2013 


Proposed 
CY  2013 
device 
HCPCS 
_Code 

Proposed  CY  2013  short 
descriptor 

C1721  . 

AlCD,  dual  chamber. 

C1722  . 

AlCD,  single  chamber. 

Cl 728  . 

Cath,  brachytx  seed  adm. 

Cl 764  . 

Event  recorder,  cardiac. 

Cl 767  . 

Generator,  neurostim,  imp. 

C1771  . 

Rep  dev,  urinary,  w/sling. 

Cl 772  . 

Infusion  pump,  programmable. 

Cl 776  . 

Joint  device  (implantable). 

C1777  . 

Lead,  AlCD,  endo  single  coil. 

Cl 778  . 

Lead,  neurostimulator. 

Cl 779  . 

Lead,  pmkr,  transvenous  VDD. 

Cl 785  . 

Pmkr,  dual,  rate-resp. 

Cl 786  . 

Pmkr,  single,  rate-resp. 

Cl  789  . 

Prosthesis,  breast,  imp. 

C1813  . 

Prosthesis,  penile,  inflatab. 

C1815  . 

Pros,  urinary  sph,  imp. 

Cl 820  . 

Generator,  neuro  rechg  bat  sys. 

C1881  . 

Dialysis  access  system. 

Cl 882  . 

AlCD,  other  than  sing/dual. 

Cl  891  . 

Infusion  pump,  non-prog,  perm. 

Cl 895  . 

Lead,  AlCD,  endo  dual  coil. 

C1896  . 

Lead,  AlCD,  non  sing/dual. 

Cl 897  . 

Lead,  neurostim,  test  kit. 

Cl 898  . 

Lead,  pmkr,  other  than  trans. 

Cl 899  . 

Lead,  pmkr/AICD  combination. 

C1900  . 

Lead  coronary  venous. 

C2619  . 

Pmkr,  dual,  non  rate-resp. 

C2620  . 

Pmkr,  single,  non  rate-resp. 

C2621  . 

Pmkr,  other  than  sing/dual. 

C2622  . 

Prosthesis,  penile,  non-inf. 

C2626  . 

Infusion  pump,  non-prog,  temp. 

C2631  . 

Rep  dev,  urinary,  w/o  sling. 

L8600  . 

Implant  breast  silicone/eq. 

L8614  . 

Cochlear  device/system. 

L8680  . 

Impit  neurostim  elctr  each. 

L8685  . 

Impit  nrostm  pis  gen  sng  rec. 

L8686  . 

Impit  nrostm  pis  gen  sng  non. 

L8687  . 

Impit  nrostm  pis  gen  dua  rec. 

L8688  . 

Impit  nrostm  pis  gen  dua  non. 

L8690  . 

Aud  osseo  dev,  int/ext  comp. 

V.  Proposed  OPPS  Payment  Changes  for 
Drugs,  Biologicals,  and 
Radiopharmaceuticals 

A.  Proposed  OPPS  Transitional  Pass- 
Through  Payment  for  Additional  Costs 
of  Drugs,  Biologicals,  and 
Radiopharmaceuticals 

1.  Background 

Section  1833{t)(6)  of  the  Act  provides 
for  temporary  additional  payments  or 
“transitional  pass-through  payments” 
for  certain  drugs  and  biologicals  (also 
referred  to  as  biologies).  As  enacted  by 
the  Medicare,  Medicaid,  and  SCRIP 
Balanced  Budget  Refinement  Act 
(BBRA)  of  1999  (Pub.  L.  106-113),  this 
provision  requires  the  Secretary  to  make 
additional  payments  to  hospitals  for: 
current  orphan  drugs,  as  designated 


under  section  526  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (Pub.  L.  107- 
186);  current  drugs  and  biologicals  and 
brachytherapy  sources  used  for  the 
treatment  of  cancer;  and  current 
radiopharmaceutical  drugs  and 
biologicals.  For  those  drugs  and 
biologicals  referred  to  as  “current,”  the 
transitional  pass-through  payment 
began  on  the  first  date  the  hospital 
OPPS  was  implemented. 

Transitional  pass-through  payments 
also  are  provided  for  certain  “new” 
drugs  and  biologicals  that  were  not 
being  paid  for  as  an  HOPD  service  as  of 
December  31, 1996,  arid  whose  cost  is 
“not  insignificant”  in  relation  to  the 
OPPS  payments  for  the  procedures  or 
services  associated  with  the  new  drug  or 
biological.  For  pass-through  payment 
purposes,  radiopharmaceuticals  are 
included  as  “drugs.”  Under  the  statute, 
transitional  pass-through  payments  for  a 
drug  or  biological  described  in  section 
1833(t)(6)(C)(i)(II)  of  the  Act  can  be 
made  for  a  period  of  at  least  2  years,  but 
not  more  than  3  years,  after  the 
product’s  first  payment  as  a  hospital 
outpatient  service  under  Medicare  Part_ 

B.  Proposed  CY  2013  pass-through 
drugs  and  biologicals  and  their 
designated  APCs  are  assigned  status 
indicator- “G”  in  Addenda  A  and  B  to 
this  proposed  rule,  which  are  available - 
via  the  Internet  on  the  CMS  Web  site. 

Section  1833(t)(6)(D)(i)  of  the  Act 
specifies  that  the  pass-through  payment 
amount,  in  the  case  of  a  drug  or 
biological,  is  the  amount  by  which  the 
amount  determined  under  section 
1842(o)  of  the  Act  for  the  drug  or 
biological  exceeds  the  portion  of  the 
otherwise  applicable  Medicare  OPD  fee 
schedule  that  the  Secretary  determines 
is  associated  with  the  drug  or  biological. 
If  the  drug  or  biological  is  covered 
under  a  competitive  acquisition  contract 
under  section  1847B  of  the  Act,  the 
pass-through  payment  amount  is 
determined  by  the  Secretary  to  be  equal 
to  the  average  price  for  the  drug  or 
biological  for  all  competitive  acquisition 
areas  and  the  year  established  under 
such  section  as  calculated  and  adjusted 
by  the  Secretary.  However,  we  note  that 
the  Part  B  drug  CAP  program  has  been 
postponed  since  CY  2009,  and  such  a 
progTcun  is  not  proposed  to  be  reinstated 
for  CY  2013. 

This  methodology  for  determining  the 
pass-through  payment  amount  is  set 
forth  in  regulations  at  42  CFR  419.64. 
These  regulations  specify  that  the  pass¬ 
through  payment  equals  the  amount 
determined  under  section  1842(o)  of  the 
Act  minus  the  portion  of  the  APC 
payment  that  CMS  determines  is 
associated  with  the  drug  or  biological. 
Section  1847A  of  the  Act  establishes  the 


average  sales  price  (ASP)  methodology, 
which  is  used  for  payment  for  drugs  and 
biologicals  described  in  section 
1842(o)(l)(C)  of  the  Act  furnished  on  or 
after  January  1,  2005.  The  ASP 
methodology,  as  applied  under  the 
OPPS,  uses  several  sources  of  data  as  a 
basis  for  payment,  including  the  ASP, 
the  wholesale  acquisition  cost  (WAC), 
and  the  average  wholesale  price  (AWP). 

In  this  proposed  rule,  the  term  “ASP 
methodology”  and  “ASP-based”  are 
inclusive  of  all  data  sources  and 
methodologies  described  therein. 
Additional  information  on  the  ASP 
methodology  can  be  found  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service-Part- 
B-Drugs/McrPartBDrugAvgSalesPrice/ 
index.html. 

For  CYs  2005,  2006,  and  2007,  we 
estimated  the  OPPS  pass-through 
payment  amount  for  drugs  and 
biologicals  to  be  zero  based  on  our 
interpretation  that  the  “otherwise 
applicable  Medicare  OPD  fee  schedule” 
amount  was  equivalent  to  the  amount  to 
be  paid  for  pass-through  drugs  and 
biologicals  under  section  1842(o)  of  the 
Act  (or  section  1847B  of  the  Act).  We 
concluded  for  those  years  that  the 
resulting  difference  between  these  two 
rates  would  be  zero.  For  CYs  2008  and 
2009,  we  estimated  the  OPPS  pass¬ 
through  payment  amount  for  drugs  and 
biologicals  to  be  $6.6  million  and  $23.3 
million,  respectively.  For  CY  2010,  we 
estimated  the  OPPS  pass-through 
payment  estimate  for  drugs  and 
biologicals  to  be  $35.5  million.  For  CY 

2011,  we  estimated  the  OPPS  pass¬ 
through  payment  for  drugs  and 
biologicals  to  be  $15.5  million.  For  CY 

2012,  we  estimated  the  OPPS  pass¬ 
through  payment  for  drugs  and 
biologicals  to  be  $19  million.  Our 
proposed  OPPS  pass-through  payment 
estimate  for  drugs  and  biologicals  in  CY 
2013  is  $32  million,  which  is  discussed 
in  section  VLB.  of  this  proposed  rule. 

The  pass-through  application  and 
review  process  for  drugs  and  biologicals 
is  explained  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOu  tpa  tien  tPPS/ 
passthrough  _payment.html. 

2.  Proposed  Drugs  and  Biologicals  With 
Expiring  Pass-Through  Status  in  CY 
2012 

We  are  proposing  that  the  pass¬ 
through  status  of  23  drugs  and 
biologicals  would  expire  on  December 
31,  2012,  as  listed  in  Table  22  below. 

All  of  these  drugs  and  biologicals  will 
have  received  OPPS  pass-through 
payment  for  at  least  2  years  and  no  more 
than  3  years  by  December  31,  2G12. 
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These  drugs  and  biologicals  were 
approved  for  pass-through  status  on  or 
before  January  1,  2011.  With  the 
exception  of  those  groups  of  drugs  and 
biologicals  that  are  always  packaged 
when  they  do  not  have  pass-through 
status,  specifically  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  our  standard  methodology  for 
providing  payment  for  chugs  and 
biologicals  with  expiring  pass-through 
status  in  an  upcoming  calendar  year  is 
to  determine  the  product’s  estimated  per 


day  cost  and  compare  it  with  the  OPPS 
drug  packaging  threshold  for  that 
calendar  year  (which  is  proposed  at 
$80),  as  discussed  further  in  section 
V.B.2.  of  this  proposed  rule.  If  the  drug’s 
or  biological’s  estimated  per  day  cost  is 
less  than  or  equal  to  the  applicable 
OPPS  drug  packaging  threshold,  we 
would  package  payment  for  the  drug  or 
biological  into  the  payment  for  the 
associated  procedure  in  the  upcoming 
calendar  year.  If  the  estimated  per  day 
cost  of  the  drug  or  biological  is  greater 


than  the  OPPS  drug  packaging 
threshold,  we  would  provide  separate 
payment  at  the  applicable  relative  ASP- 
based  payment  amount  (which  is 
proposed  at  ASP+6  percent  for  CY  2013, 
as  discussed  further  in  section  V.B.3.  of 
this  proposed  rule).  Section  II.A.3.d.  of 
this  proposed  rule  discusses  the 
packaging  of  all  nonpass-through 
contrast  agents  and  diagnostic 
radiopharmaceuticals. 


Table  22— Proposed  Drugs  and  Biologicals  for  Which  Pass-Through  Status  Will  Expire  December  31,  2012 


Proposed 

Proposed 

Proposed 

CY  2013 

Proposed  CY  2013  long  descriptor 

CY  2013 

CY  2013 

HCPCS  Code 

SI 

APC 

C9275  . 

Injection,  hexaminolevulinate  hydrochloride,  100  mg,  per  study  dose  . 

N 

N/A 

C9279  . 

Injection,  ibuprofen,  100  mg . 

N 

N/A 

C9367  . . 

Skin  substitute,  Endoform  Dermal  Template,  per  square  centimeter . 

K 

9367 

J0221  . 

Injection,  alglucosidase  alfa,  (lumizyme),  10  mg  . 

K 

1413 

J0588  . 

Injection,  incobotulinumtoxin  A,  1  unit . 

K 

9278 

J0597  . 

Injection,  C-1  esterase  inhibitor  (human),  Berinert,  10  units  . 

K 

9269 

J0775  . 

Injection,  collagenase  Clostridium  histoMicum,  0.01  mg  . 

K 

1340 

J0840  . 

Injection,  crotalidae  polyvalent  immune  fab  (ovine),  up  to  1  gram . 

K 

9274 

J0897  . 

Injection,  denosumab,  1  mg  . 

K 

9272 

J1290  . 

Injection,  ecallantide,  1  mg . 

K 

9263 

J1557  . 

Injection,  immune  globulin  (Gammaplex),  intravenous,  non-lyophilized  (e.g.  liquid),  500  mg  .. 

K 

9270 

J3095  . 

Injection,  telavancin,  10  mg . 

K 

9258 

J3262  . 

Injection,  tocilizumab,  1  mg . 

K 

9264 

J3357  . 

Injection,  ustekinumab,  1  mg  . 

K 

9261 

J3385  . 

Injection,  velaglucerase  alfa,  100  units  . 

K 

.  9271 

J7183  . 

Injection,  von  Willebrand  factor  complex  (human),  Wilate,  per  100  lU  VWF:  RCO . 

N 

N/A 

J7335  . 

Capsaicin  8%  patch,  per  10  square  centimeters  . 

K 

9268 

J8562  . 

Fludarabine  phosphate,  oral,  10  mg  . 

K 

J9043  . 

Injection,  cabazitaxel,  1  mg . 

K 

1339 

J9302  . 

Injection,  ofatumumab,  10  mg . . . . 

K 

9260 

J9307  . 

Injection,  pralatrexate,  1  mg . 

K 

9259 

J9315  . 

Injection,  romidepsin,  1  mg  . 

K 

9265 

Q2043  . 

Sipuleucel-t,  minimum  of  50  million  autologous  cd54+  cells  activated  with  pap-gm-csf,  in¬ 
cluding  leukapheresis  and  all  other  preparatory  procedures,  per  infusion. 

K 

9273 

3.  Proposed  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  New  or 
Continuing  Pass-Through  Status  in  CY 
2013 

We  are  proposing  to  continue  pass¬ 
through  status  in  CY  2013  for  21  drugs 
and  biologicals.  None  of  these  drugs  and 
biologicals  will  have  received  OPPS 
pass-through  payment  for  at  least  2 
years  and  no  more  than  3  years  by 
December  31,  2012.  These  drugs  and 
biologicals,  which  were  approved  for 
pass-through  status  between  April  1, 
2011  and  July  1,  2012,  are  listed  in 
Table  23  below.  The  APCs  and  HCPCS 
codes  for  these  drugs  and  biologicals 
approved  for  pass-through  status 
through  April  1,  2012  '’re  assigned 
status  indicator  “G”  in  Addenda  A  and 
B  of  this  proposed  rule  and  available  via 
the  Internet  on  the  CMS  Web  site. 

Section  1833(t)(6)(D)(i)  of  the  Act  sets 
the  amount  of  pass-through  payment  for 
pass-through  drugs  and  biologicals  (the 
pass-through  payment  amount)  as  the 


difference  between  the  amount 
authorized  under  section  1842(o)  of  the 
Act  and  the  portion  of  the  otherwise 
applicable  OPD  fee  schedule  that  the 
Secretary  determines  is  associated  wdth 
the  drug  or  biological.  Payment  for 
drugs  and  biologicals  with  pass-through 
status  under  the  OPPS  is  currently  made 
at  the  physician’s  office  payment  rate  of 
ASP+6  percent.  We  believe  it  is 
consistent  with  the  statute  to  propose  to 
continue  to  provide  payment  for  drugs 
and  biologicals  with  pass-through  status 
at  a  rate  of  ASP+6  percent  in  CY  2013, 
the  amount  that  drugs  and  biologicals 
receive  under  section  1842(o)  of  the  Act. 

Thus,  for  CY  2013,  we  are  proposing 
to  pay  for  pass-through  drugs  and 
biologicals  at  ASP+6  percent,  equivalent 
to  the  rate  these  drugs  and  biologicals 
would  receive  in  the  physician’s  office 
setting  in  CY  2013.  We  sue  proposing 
that  a  $0.00  pass-through  payment 
amount  would  be  paid  for  most  pass¬ 
through  drugs  and  biologicals  under  the 


CY  2013  OPPS  because  the  difference 
between  the  amount  authorized  under 
section  1842(o)  of  the  Act,  which  is 
ASP+6  percent,  and  the  portion  of  the 
otherwise  applicable  OPD  fee  schedule 
that  the  Secretary  determines  is 
appropriate,  proposed  at  ASP+6 
percent,  is  $0. 

In  the  case  of  pass-through  contrast 
agents  and  diagnostic 
radiopharmaceuticals,  their  pass¬ 
through  payment  amount  would  be  ' 
equal  to  ASP+6  percent  because,  if  not 
on  pass-through  status,  payment  for 
these  products  would  be  packaged  into 
the  associated  procedure.  Therefoqg,  we 
are  proposing  that  the  difference 
between  ASP+6  percent  and  the 
“policy-packaged”  drug  APC  offset 
amount  for  the  associated  clinical  APC 
in  which  the  drug  or  biological  is 
utilized  would  be  the  CY  2013  pass¬ 
through  payment  amount  for  these 
policy-packaged  products. 
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In  addition,  we  are  proposing  to 
continue  to  update  pass-through 
payment  rates  on  a  quarterly  basis  on 
the  CMS  Web  site  during  CY  2013  if 
later  quarter  ASP  submissions  (or  more 
recent  WAC  or  AWP  information,  as 
applicable)  indicate  that  adjustments  to 
the  payment  rates  for  these  pass-through 
drugs  or  biologicals  are  necessary.  For  a 
full  description  of  this  policy,  we  refer 
readers  to  the  CY  2006  OPPS/ASC  final 
rule  with  comment  period  (70  FR  42722 
and  42723). 

In  CY  2013,  as  is  consistent  with  our 
CY  2012  policy  for  diagnostic  and 
therapeutic  radiopharmaceuticals,  we 
are  proposing  to  provide  payment  for 
both  diagnostic  and  therapeutic 
radiopharmaceuticals  that  are  granted 
pass-through  status  based  on  the  ASP 
methodology.  As  stated  above,  for 
purposes  of  pass-through  payment,  we 
consider  radiopharmaceuticals  to  be 
drugs  under  the  OPPS.  Therefore,  if  a 
diagnostic  or  therapeutic 
radiopharmaceutical  receives  pass¬ 
through  status  during  CY  2013,  we  are 
proposing  to  follow  the  standard  ASP 
methodology  to  determine  the  pass¬ 
through  payment  rate  that  drugs  receive 
under  section  1842(o)  of  the  Act,  which 
is  ASP+6  percent.  If  ASP  data  are  not 
available  for  a  radiopharmaceutical,  we 
are  proposing  to  provide  pass-through 
payment  at  WAC+6  percent,  the 
equivalent  payment  provided  to  pass¬ 
through  drugs  and  biologicals  without 
ASP  information.  If  WAC  information  is 
also  not  available,  we  are  proposing  to 
provide  payment  for  the  pass-through 
radiopharmaceutical  at  95  percent  of  its 
most  recent  AWP. 

As  discussed  in  more  detail  in  section 
n.A.3.d.  of  this  proposed  rule,  over  the 


last  5.  years,  we  implemented  a  policy 
whereby  payment  for  all  nonpass¬ 
through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  is  packaged  into  payment  for  the 
associated  procedure.  We  are  proposing 
to  continue  the  packaging  of  these 
items,  regardless  of  their  per  day  cost, 
in  CY  2013.  As  stated  earlier,  pass¬ 
through  payment  is  the  difference 
between  the  amount  authorized  under 
section  1842(o)  of  the  Act  and  the 
portion  of  the  otherwise  applicable  OPD 
fee  schedule  that  the  Secretary 
determines  is  associated  with  the  drug 
or  biological.  Because  payment  for  a 
drug  that  is  either  a  diagnostic 
radiopharmaceutical  or  a  contrast  agent 
(identified  as  a  “policy-packaged”  drug, 
first  described  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68639))  would  otherwise  be 
packaged  if  the  product  did  not  have 
pass-through  status,  we  believe  the 
otherwise  applicable  OPPS  payment 
amount  would  be  equal  to  the  “policy- 
packaged”  drug  APC  offset  amount  for 
the  associated  clinical  APC  in  which  the 
drug  or  biological  is  utilized.  The 
calculation  of  the  “policy-packaged” 
drug  APC  offset  amounts  is  described  in 
more  detail  in  section  IV.A.2.  of  this 
proposed  rule.  It  follows  that  the 
copayment  for  the  nonpass-through 
payment  portion  (the  otherwise 
applicable  fee  schedule  amount  that  we 
would  also  offset  from  payment  for  the 
drug  or  biological  if  a  payment  offset 
applies)  of  the  total  OPPS  payment  for 
those  drugs  and  biologicals  would, 
therefore,  be  accounted  for  in  the 
copayment  for  the  associated  clinical 


APC  in  which  the  drug  or  biological  is 
used. 

According  to  section  1833(t)(8)(E)  of 
the  Act,  the  amount  of  copayment 
associated  with  pass-through  items  is 
equal  to  the  amount  of  copayment  that 
would  be  applicable  if  the  pass-through 
adjustment  was  not  applied.  Therefore, 
as  we  did  in  CY  2012,  we  are  proposing 
to  continue  to  set  the  associated 
copayment  amount  for  pass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents  that  would  otherwise  be 
packaged  if  the  item  did  not  have  pass¬ 
through  status  to  zero  for  CY  2013. 
Similarly,  we  are  proposing  that  the 
associated  copayment  amount  for  pass¬ 
through  anesthesia  drugs  that  would 
otherwise  be  packaged  if  the  item  did 
not  have  pass-through  status  would  be 
zero  for  CY  2013.  As  discussed  in 
further  detail  in  section  II.3.C.2.  of  this 
proposed  rule,  we  are  clarifying  that  our 
general  policy  is  to  package  drugs  used 
for  anesthesia,  and  that  those  anesthesia 
drugs  with  pass-through  status  will  be 
packaged  upon  the  expiration  of  pass¬ 
through  status. 

The  separate  OPPS  payment  to  a 
hospital  for  the  pass-through  diagnostic 
radiopharmaceutical,  contrast  agent,  or 
anesthesia  drug  is  not  subject  to  a 
copayment  according  to  the  statute. 
Therefore,  we  are  proposing  to  not 
publish  a  copayment  amount  for  these 
items  in  Addenda  A  and  B  to  this 
proposed  rule  (which  are  available  via 
the  Internet  on  the  CMS  Web  site). 

The  21  drugs  and  biologicals  that  we 
are  proposing  to  continue  on  pass¬ 
through  status  for  CY  2013  or  that  have 
been  granted  pass-through  status  as  of 
July  2012  are  displayed  in  Table  23. 


Table  23— Proposed  Drugs  and  Biologicals  With  Pass-Through  Status  in  CY  2013 


Proposed 

CY  2013 
HCPCS  code 

CY  2013  Long  descriptor 

Proposed 

CY  2013 
APC 

A9584  . . 

Iodine  1-123  ioflupane,  diagnostic,  per  study  dose,  up  to  5  millicuries . . 

9406 

C9285  . 

Lidocaine  70  mg/tetracaine  70  mg,  per  patch  . 

9285 

C9286  . 

Injection,  belatacept,  1  mg  . 

9286 

C9287  . 

injection,  brentuximab  vedotin,  1  rng  . 

9287 

C9288  . 

injection,  centruroides  (scorpion)  immune  f(ab)2  (equine),  1  vial  . . 

9288 

C9289  . 

Injection,  asparaginase  Erwinia  chrysanthemi,  1,6o6  international  units  (I.U.)  . 

9289 

C9290  . 

Injection,  bupivicaine  liposome,  1  mg  . 

9290 

C9366  . 

EpiFix,  per  square  centimeter  . 

9366 

C9368**  . 

Grafix  core,  per  square  centimeter  . 

9368 

C9369**  . 

Grafix  prime,  per  square  centimeter  . 

9369 

J0131  . 

Injection,  acetaminophen,  10  mg  . . 

9283 

J0490» . 

Injection,  belimumab,  10  mq  . 

1353 

J0638  . 

Injection,  canakinumab,  Imq . 

G 

1311 

J0712  . 

Injection,  ceftaroline  fosamil,  10  mg . 

G 

9282 

J1572  . 

Injection,  immune  globulin,  (flebogamma/flebogamma  dif),  intravenous,  non-lyophilized  (e.g. ' 

G 

0947 

liquid),  500  mg. 

J2507  . 

Injer^on,  pegloticase,  1  mg . . . 

G 

9281 

J7180  . 

Injection,  factor  xiii  (antihemophilic  factor,  human),  1  i.u . . 

G 

1416 

J9179  . 

Injection,  eribulin  mesylate.  0.1  mg . 

G 

1il9R 

J9228  . 

Injection,  ipilimumab,  10  mq . 

G 

02046*  . 

Injection,  afiibercept,  1  mg  . . 

G 

I  1420 
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Table  23— Proposed  Drugs  and  Biologicals  With  Pass-Through  Status  in  CY  2013— Continued 


Proposed 

CY  2013  Long  descriptor 

Proposed 

Proposed 

CY  2013 

CY  2013 

CY  2013 

HCPCS  code 

SI 

APC 

Q4124  . . 

Oasis  Ultra  Tri-Layer  matrix,  per  square  centimeter . 

G 

9365 

*HCPCS  code  02046  replaced  HCPCS  code  C9291  effective  July  1,  2012.  Because  the  payment  rate  associated  with  this  code  effective  July 
1,  2012  is  not  available  to  us  in  time  for  incorporation  into  the  Addenda  of  this  proposed  rule,  the  Level  II  HCPCS  codes  and  the  Category  III 
CPT  codes  implemented  through  the  July  2012  OPPS  quarterly  update  CR  could  not  be  included  in  Addendum  B  to  this  proposed  rule. 

**  Because  the  payment  rates  associated  with  these  codes  effective  July  1,  2012  are  not  available  to  us  in  time  for  incorporation  into  the  Ad¬ 
denda  of  this  proposed  rule,  the  Level  II  HCPCS  codes  and  the  Category  III  CPT  codes  implemented  through  the  July  2012  OPPS  quarterly  up¬ 
date  CR  could  not  be  included  in  Addendum  B  to  this  proposed  rule. 


4.  Proposed  Provisions  for  Reducing 
Transitional  Pass-Through  Payments  for ' 
Diagnostic  Radiopharmaceuticals  and 
Contrast  Agents  to  Offset  Costs 
Packaged  into  APC  Groups 

a.  Background 

Prior  to  CY  2008,  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  paid  separately  under  the 
OPPS  if  their  mean  per  day  costs  were 
greater  than  the  applicable  year’s  drug 
packaging  threshold.  In  CY  2008  (72  FR 
66768),  we  began  a  policy  of  packaging 
payment  for  all  nonpass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents  as  ancillary  and 
supportive  items  and  services  into  their 
associated  nuclear  medicine  procedures. 
Therefore,  beginning  in  CY  2008, 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  not  subject  to  the  annual 
OPPS  drug  packaging  threshold  to 
determine  their  packaged  or  separately 
payable  payment  status,  and  instead  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  packaged  as  a  matter  of 
policy.  For  CY  2013,  we  are  proposing 
to  continue  to  package  payment  for  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  as  discussed  in  section  II.A.3.d. 
of  this  proposed  rule. 

b.  Proposed  Payment  Offset  Policy  for 
Diagnostic  Radiopharmaceuticals 

As  previously  noted, 
radiopharmaceuticals  are  considered  to 
be  drugs  for  OPPS  pass-through 
payment  purposes.  As  described  above, 
section  1833(t)(6)(D)(i)  of  the  Act 
specifies  that  the  transitional  pass¬ 
through  payment  amount  for  pass¬ 
through  drugs  and  biologicals  is  the 
difference  between  the  amount  paid 
under  section  1842(o)  of  the  Act  and  the 
otherwise  applicable  OPD  fee  schedule 
amount.  There  is  currently  one 
radiopharmaceutical  with  pass-through 
status  under  the  OPPS,  HCPCS  code 
A9584  (Iodine  1-123  ioflupane, 
diagnostic,  per  study  dose,  up  to  5 
millicuries).  This  product,  which  is 


presently  referred  to  using  HCPCS  code 
A9584,  was  granted  pass-through  status 
using  HCPCS  code  C9406  beginning  July 
1,  2011,  and  we  are  proposing  that  it 
continue  receiving  pass-through  status 
in  CY  2013.  We  currently  apply  the 
established  radiopharmaceutical 
payment  offset  policy  to  pass-through 
payment  for  this  product.  As  described 
earlier  in  section  V.A.3.  of  this  proposed 
rule,  we  are  proposing  that  new  pass¬ 
through  diagnostic 

radiopharmaceuticals  would  be  paid  at 
ASP-(-6  percent,  while  those  without 
ASP  information  would  be  paid  at 
WAC-t-6  percent  or,  if  WAC  is  not 
available,  payment  would  be  based  on 
95  percent  of  the  product’s  most 
recently  published  AWP. 

Because  a  payment  offset  is  necessary 
in  order  to  provide  an  appropriate 
transitional  pass-through  payment,  we 
deduct  from  the  pass-through  payment 
for  radiopharmaceuticals  an  amount 
reflecting  the  portion  of  the  APC 
payment  associated  with  predecessor 
radiopharmaceuticals  in  order  to  ensure 
no  duplicate  radiopharmaceutical 
payment  is  made.  In  CY  2009,  we 
established  a  policy  to  estimate  the 
portion  of  each  APC  payment  rate  that 
could  reasonably  be  attributed  to  the 
cost  of  predecessor  diagnostic 
radiopharmaceuticals  when  considering 
a  new  diagnostic  radiopharmaceutical 
for  pass-through  payment  (73  FR  68638 
through  68641).  Specifically,  we  use  the 
“policy-packaged”  drug  offset  fraction 
for  APCs  containing  nuclear  medicine 
procedures,  calculated  as  1  minus  the 
following:  the  cost  from  single 
procedure  claims  in  the  APC  after 
removing  the  cost  for  “policy-packaged” 
drugs  divided  by  the  cost  from  single 
procedure  claims  in  the  APC. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60480 
through  60484),  we  finalized  a  policy  to 
redefine  “policy-packaged”  drugs  as 
only  nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  as  a  result  of  the  policy 
discussed  in  sections  V.A.4.  and 
V.B.2.d.  of  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR  60471 


through  60477  and  60495  through 
60499,  respectively)  that  treats  nonpass¬ 
through  implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  implantable  biologicals  that 
are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  with  newly  approved  pass¬ 
through  status  beginning  in  CY  2010  or 
later  as  devices,  rather  than  drugs.  To 
determine  the  actual  APC  offset  amount 
for  pass-through  diagnostic 
radiopharmaceuticals  that  takes  into 
consideration  the  otherwise  applicable 
OPPS  payment  amount,  we  multiply  the 
“policy-packaged”  drug  offset  fraction 
by  the  APC  payment  amount  for  the 
nuclear  medicine  procedure  with  which 
the  pass-through  diagnostic 
radiopharmaceutical  is  used  and, 
accordingly,  reduce  the  separate  OPPS 
payment  for  the  pass-through  diagnostic 
radiopharmaceutical  by  this  amount. 

Beginning  in  CY  2011  and  as 
discussed  in  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
71934  through  71936),  we  finalized  a 
policy  to  require  hospitals  to  append 
modifier  “FB”  to  specified  nuclear 
medicine  procedures  when  the 
diagnostic  radiopharmaceutical  is 
received  at  no  cost/full  credit.  These 
instructions  are  contained  within  the 
I/OCE  CMS  specifications  on  the  CMS 
Web  site  at  http://www.cms.gov/ 
Medicare/Coding/OutpatientCodeEdit/ 
'ndex.html. 

For  CY  2013  and  future  years,  we  are 
proposing  to  continue  to  require 
hospitals  to  append  modifier  “FB”  to 
specified  nuclear  medicine  procedures 
when  the  diagnostic 
radiopharmaceutical  is  received  at  no 
cost/full  credit.  In  addition,  we  are 
proposing  to  continue  to  require  that 
when  a  hospital  bills  with  an  “FB” 
modifier  with  the  nuclear  medicine 
scan,  the  payment  amount  for 
procedures  in  the  APCs  listed  in  Table 
24  of  this  proposed  rule  would  be 
reduced  by  the  full  “policy-packaged” 
offset  amount  appropriate  for  diagnostic 
radiopharmaceuticals.  Finally,  we  also 
are  proposing  to  continue  to  require 


ll 
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hospitals  to  report  a  token  charge  of  less 
than  $1.01  in  cases  in  which  the 
diagnostic  radiopharmaceutical  is 
furnished  without  cost  or  with  full 
credit. 

For  CY  2012,  we  finalized  a  policy  to 
apply  the  diagnostic 
radiophcu-maceutical  offset  policy  to 
payment  for  pass-through  diagnostic 
radiopharmaceuticals,  as  described 
above.  For  CY  2013,  we  are  proposing 
to  continue  to  apply  the  diagnostic 
radiopharmaceutical  offset  policy  to 
payment  for  pass-through  diagnostic 
radiopharmaceuticals. 

Table  24  below  displays  the  proposed 
APCs  ta  which  nuclear  medicine 
procedures  would  be  assigned  in  CY 
2013  and  for  which  we  expect  that  an 
APC  offset  could  be  applicable  in  the 
case  of  diagnostic  radiopharmaceuticals 
with  pass-through  status. 

Table  24 — Proposed  APCs  to 
Which  Nuclear  Medicine  Proce¬ 
dures  Would  Be  Assigned  for 
CY2013 


Proposed 
CY  2013 
APC 

Proposed  CY  2013  APC  title 

0308  . 

Positron  Emission  Tomography' 
(PET)  Imaging. 

0377  . 

Level  II  Cardiac  Imaging. 

0378  . 

Level  II  Pulmonary  Imaging. 

0389  . 

Level  1  Non-imaging  Nuclear 
Medicine. 

0390  . 

Level  1  Endocrine  Imaging. 

0391  . 

Level  II  Endocrine  Imagirrg. 

0392  . 

Level  II  Non-imaging  Nuclear 
Medicine. 

0393  . 

Hematologic  Processing  &  Stud¬ 
ies. 

0394  . 

Hepatobiliary  Imaging. 

0395  . 

Gl  Tract  Imaging. 

0396  . 

Bone  Imaging. 

0397  . 

Vascular  Imaging. 

0398  . 

Level  1  Cardiac  Imaging. 

0400  . 

Hematopoietic  Imaging. 

0401  . 

Level  1  Pulmonary  Imaging. 

0402  . 

Level  II  Nervous  System  Imaging. 

0403  . 

Level  1  Nervous  System  Imaging. 

0404  . 

Renal  and  Genitourinary  Studies. 

0406  . 

Level  1  Tumor/Infection  Imaging. 

0408  . 

Level  III  Tumor/Infection  Imaging. 

0414  . 

Level  II  Tumor/Infection  Imaging. 

c.  Proposed  Payment  Offset  Policy  for 
Contrast  Agents 

Section  1833(t)(6)(D)(i)  of  the  Act 
specifies  that  the  transitional  pass¬ 
through  payment  amount  for  pass¬ 
through  drugs  and  biologicals  is  the 


difference  between  the  amount  paid 
under  section  1842(o)  of  the  Act  and  the 
otherwise  applicable  OPD  fee  schedule 
amount.  There  currently  are  no  contrast 
agents  with  pass-through  status  under 
the  OPPS.  As  described  in  section 
V.A.3.  of  this  proposed  rule,  new  pass¬ 
through  contrast  agents  would  be  paid 
at  ASP+6  percent,  while  those  without 
ASP  information  would  be  paid  at 
WAC+6  percent  or,  if  WAC  is  not 
available,  payment  would  be  based  on 
95  percent  of  the  product’s  most 
recently  published  AWP. 

Although  there  are  no  contrast  agents 
with  pass-through  status,  we  believe 
that  a  payment  offset  is  necessary  in  the 
event  that  a  new  contrast  agent  is 
approved  for  pass-through  status  during 
CY  2013,  in  order  to  provide  an 
appropriate  transitional  pass-through 
payment  for  them  because  all  of  these 
items  are  packaged  when  they  do  not 
have  pass-through  status.  In  accordance 
with  our  standard  offset  methodology, 
we  are  proposing  for  CY  2013  to  deduct 
from  the  payment  for  new  pass-through 
contrast  agents  that  are  approved  for 
pass-through  status  as  a  drug  or 
biological  during  CY  2013,  an  amount 
that  reflects  the  portion  of  the  APC 
payment  associatedjivith  predecessor 
contrast  agents,  in  order  to  ensure  no 
duplicate  contrast  agent  payment  is 
made. 

In  CY  2010,  we  established  a  policy 
to  estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  predecessor 
contrast  agents  when  considering  new 
contrast  agents  for  pass-through 
payment  (74  FR  60482  through  60484). 
For  CY  2013,  as  we  did  in  CY  2012,  we 
are  proposing  to  continue  to  apply  this 
same  policy  to  contrast  agents. 
Specifically,  we  are  proposing  to  utilize 
the  “policy-packaged”  drug  offset 
fraction  for  clinical  APCs  calculated  as 
1  minus  (the  cost  from  single  procedure 
claims  in  the  APC  after  removing  the 
cost  for  “policy-packaged”  drugs 
divided  by  the  cost  from  single 
procedure  claims  in  the  APC).  In  CY 
2010,  we  finalized  a  policy  to  redefine 
“policy-packaged”  drugs  as  only 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  (74  FR  60495  through  60499).  To 
determine  the  actual  APC  offset  amount 
for  pass-through  contrast  agents  that 
takes  into  consideration  the  otherwise 


applicable  OPPS  payment  amount,  we 
are  proposing  to  multiply  the  “policy- 
packaged”  drug  offset  fraction  by  the 
APC  payment  amount  for  the  procedure 
with  which  the  pass-through  contrast 
agent  is  used  and,  accordingly,  reduce 
the  separate  OPPS  payment  for  the  pass¬ 
through  contrast  agent  by  this  amount. 
We  are  proposing  to  continue  to  apply 
.this  methodology  for  CY  2013  to 
recognize  that  when  a  contrast  agent 
with  pass-through  status  is  billed  with 
any  procedural  APC  listed  in  Table  25 
of  this  proposed  rule,  a  specific  offset 
based  on  the  procedural  APC  would  be 
applied  to  payments  for  the  contrast 
agent  to  ensure  that  duplicate  payment 
is  not  made  for  the  contrast  agent. 

We  are  proposing  to  continue  to  post 
annually  oh  the  CMS  Web  site  at 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html  a 
file  that  contains  the  APC  offset 
cunounts  that  will  be  used  for  that  year 
for  purposes  of  both  evaluating  cost 
significance  for  candidate  pass-through 
device  categories  and  drugs  and 
biologicals,  including  contrast  agents, 
and  establishing  any  appropriate  APC 
offset  amounts.  Specifically,  the  file  will 
continue  to  provide  the  amounts  and 
percentages  of  APC  payment  associated 
with  packaged  implantable  devices, 
“policy-packaged”  drugs,  and 
“threshold-packaged”  drugs  and 
biologicals  for  every  OPPS  clinical  APC. 

Proposed  procedural  APCs  for  which 
we  expect  a  contrast  offset  could  be 
applicable  in  the  case  of  a  pass-through 
contrast  agent  have  been  identified  as 
any  procedural  APC  with  a  “policy- 
packaged”  drug  amount  greater  than  $20 
that  is  not  a  nuclear  medicine  APC 
identified  in  Table  24  above  and  these 
APCs  are  displayed  in  Table  25  below. 
The  methodology  used  to  determine  a 
proposed  threshold  cost  for  application 
of  a  contrast  agent  offset  policy  is 
described  in  detail  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (70  FR  60483  through  60484). 

For  CY  2013,  we  are  proposing  to 
continue  to  recognize  that  when  a 
contrast  agent  with  pass-through  status 
is  billed  with  any  procedural  APC  listed 
in  Table  25,  a  specific  offset  based  on 
the  procedural  APC  would  be  applied  to 
payment  for  the  contrast  agent  to  ensure 
that  duplicate  payment  is  not  made  for 
the  contrast  agent. 


Table  25— Proposed  APCs  to  Which  a  Contrast  Agent  Offset  May  Be  Applicable  for  CY  2013 


Proposed  CY 
2013  APC 


0080 .  Diagnostic  Cardiac  Catheterization. 

0082 .  Coronary  or  Non-Coronary  Atherectomy. 


Proposed  CY  2013  APC  title 
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Table  25— Proposed  APCs  to  Which  a  Contrast  Agent  Offset  May  Be  Applicable  for  CY  2013— Continued 


Proposed  CY 
2013  APC 


0083 

0093 

0104 

0128 

0152 

0229 

0278 

0279 

0280 

0283 

0284 

0333 

0334 

0337 

0375 

0383 

0388 

0442 

0653 

0656 

0662 

0668 

8006 

8008 


Proposed  CY  2013  APC  title 


Coronary  Angioplasty,  Valvuloplasty,  and  Level  I  Endovascular  Revascularization 
Vascular  Reconstruction/Fistula  Repair  without  Device. 

Transcathether  Placement  of  Intracoronary  Stents. 

Echocardiogram  with  Contrast. 

Level  1  Percutaneous  Abdominal  and  Biliary  Procedures. 

Level  II  Endovascular  Revascularization  of  the  Lower  Extremity. 

Diagnostic  Urography. 

Level  II  Angiography  and  Venography. 

Level  III  Angiography  and  Venography. 

Computed  Tomography  with  Contrast. 

Magnetic  Resonance  Imaging  and  Magnetic  Resonance  Angiography  with  Contrast. 

Computed  Tomography  without  Contrast  followed  by  Contrast. 

Combined  Abdomen  and  Pelvis  CT  with  Contrast. 

Magnetic  Resonance  Imaging  and  Magnetic  Resonance  Angiography  without  Contrast  followed  by  Contrast. 
Ancillary  Outpatient  Services  When  Patient  Expires. 

Cardiac  Computed  Tomographic  Imaging. 

Discography. 

Dosimetric  Drug  Administration. 

Vascular  Reconstruction/Fistula  Repair  with  Device. 

Transcatheter  Placement  of  Intracoronary  Drug-Eluting  Stents. 

CT  Angiography. 

Level  I  Angiography  and  Venography. 

CT  and  CTA  with  Contrast  Composite. 

MRl  and  MRA  with  Contrast  Composite. 


B.  Proposed  OPPS  Payment  for  Drugs, 
Biologicals,  and  Badiopharmaceuticals 
Without  Pass-Through  Status 

1.  Background 

Under  the  CY  2012  OPPS,  we 
currently  pay  for  drugs,  biologicals,  and 
radiopharmaceuticals  that  do  not  have 
pass-through  status  in  one  of  two  ways: 
As  a  packaged  payment  included  in  the 
payment  for  the  associated  service,  or  as 
a  separate  payment  (individual  APCs). 
We  explained  in  the  April  7,  2000  OPPS 
Final  rule  with  comment  period  (65  FR 
18450)  that  we  generally  package  the 
cost  of  drugs  and  radiopharmaceuticals 
into  the  APC  payment  rate  for  the 
procedure  or  treatment  with  which  the 
products  are  usually  furnished. 

Hospitals  do  not  receive  separate 
payment  for  packaged  items  and 
supplies,  and  hospitals  may  not  bill 
beneficiaries  separately  for  any 
packaged  items  and  supplies  whose 
costs  are  recognized  and  paid  within  the 
national  OPPS  payment  rate  for  the 
associated  procedure  or  service. 
(Transmittal  A-01-133,  issued  on 
November  20,  2001,  explains  in  greater 
detail  the  rules  regarding  separate 
payment  for  packaged  services.) 

Packaging  costs  into  a  single  aggregate 
payment  for  a  service,  procedure,  or 
episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  from  a  fee 
schedule.  In  general,  packaging  the  costs 
of  items  and  services  into  the  payment 
for  the  primary  procedure  or  service 
with  which  they  me  associated 


encourages  hospital  efficiencies  and 
also  enables  hospitals  to  manage  their 
resources  with  maximum  flexibility. 

2.  Proposed  Criteria  for  Packaging 
Payment  for  Drugs,  Biologicals,  and 
Radiopharmaceuticals 

a.  Background 

As  indicated  in  section  V.B.l.  of  this 
proposed  rule,  in  accordance  with 
section  1833(t)(16)(B)  of  the  Act,  the 
threshold  for  establishing  separate  APCs 
for  payment  of  drugs  and  biologicals 
was  set  to  $50  per  administration  during 
CYs  2005  and  2006.  In  CY  2007,  we 
used  the  four  quarter  moving  average 
Producer  Price  Index  (PPI)  levels  for 
Pharmaceutical  Preparations 
(Prescription)  to  trend  the  $50  threshold 
forward  from  the  third  quarter  of  CY 
2005  (when  the  Pub.  L.  108-173 
mandated  threshold  became  effective)  to 
the  third  quarter  of  CY  2007.  We  then 
rounded  the  resulting  dollar  amount  to 
the  nearest  $5  increment  in  order  to 
determine  the  CY  2007  threshold 
amount  of  $55.  Using  the  same 
methodology  as  that  used  in  CY  2007 
(which  is  discussed  in  more  detail  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68085  through 
68086)),  we  set  the  packaging  threshold 
for  establishing  separate  APCs  for  drugs 
/and  biologicals  at  $60  for  CYs  2008  and 
2009.  For  CY  2010,  we  set  the  packaging 
threshold  at  $65;  for  CY  2011,  we  set  the 
packaging  threshold  at  $70;  and  for  CY 
2012,  we  set  the  packaging  threshold  at 
$75. 


Following  the  CY  2007  methodology, 
for  this  CY  2013  proposed  rule,  we  used 
the  most  recently  available  four  quarter 
moving  average  PPI  levels  to  trend  the 
$50  threshold  forward  from  the  third 
quarter  of  CY  2005  to  the  third  quarter 
of  CY  2013  and  rounded  the  resulting 
dollar  amount  ($81.59)  to  the  nearest  $5 
increment,  which  yielded  a  figure  of 
$80.  In  performing  this  calculation,  we 
used  the  most  recent  forecast  of  the 
quarterly  index  levels  for  the  PPI  for 
Pharmaceuticals  for  Human  Use 
(Prescription)  (Bureau  of  Labor  Statistics 
(BLS)  series  code  WPUSI07003)  from 
CMS’  Office  of  the  Actuary  (OACT).  (We 
note  that  we  are  not  proposing  a  change 
to  the  PPI  that  is  used  to  calculate  the 
threshold  for  CY  2013;  rather,  this 
change  in  terminology  reflects  a  change 
to  the  BLS  naming  convention  for  this 
series.)  We  refer  below  to  this  series 
generally  as  the  PPI  for  Prescription 
Drugs. 

We  chose  this  PPI  as  it  reflects  price 
changes  associated  with  the  average  mix 
of  all  pharmaceuticals  in  the  overall 
economy.  In  addition,  we  chose  this 
price  series  because  it  is  publicly 
available  and  regularly  published, 
improving  public  access  and 
transparency.  Forecasts  of  the  PPI  for 
Prescription  Drugs  are  developed  by  IHS 
Global  Insight,  Inc.,  a  nationally 
recognized  economic  and  financial 
forecasting  firm.  As  actual  inflation  for 
past  quarters  replaced  forecasted 
amounts,  the  PPI  estimates  for  prior 
quarters  have  been  revised  (compared 
with  those  used  in  the  CY  2007  OPPS/ 
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ASC  final  rule  with  comment  period) 
and  have  been  incorporated  into  our 
calculation.  Based  on  the  calculations 
described  above,  we  are  proposing  a 
packaging  threshold  for  CY  2013  of  $80. 
(For  a  more  detailed  discussion  of  the 
OPPS  drug  packaging  threshold  and  the 
use  of  the  PPl  for  Prescription  Drugs,  we 
refer  readers  to  the  CY  2007  OPPS/ ASC 
final  rule  with  comment  period  (71  FR 
68085  through  68086).) 

b.  Proposed  Cost  Threshold  for 
Packaging  of  Payment  for  HCPCS  Codes 
That  Describe  Certain  Drugs, 
Nonimplantable  Biologicals,  and 
Therapeutic  Radiopharmaceuticals 
(“Threshold-Packaged  Drugs”) 

To  determine  the  proposed  CY  2013 
packaging  status  for  all  nonpass-through 
drugs  and  biologicals  that  are  not  policy 
packaged  for  this  proposed  rule,  we 
calculated  on  a  HCPCS  code-specific 
basis  the  per  day  cost  of  all  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals 
(collectively  called  “threshold- 
packaged”  drugs)  that  had  a  HCPCS 
code  in  CY  2011  and  were  paid  (via 
packaged  or  separate  payment)  under 
the  OPPS.  We  used  data  from  CY  2011 
claims  processed  before  January  1,  2012 
for  this  calculation.  However,  we  did 
not  p>erform  this  calculation  for  those 
drugs  and  biologicals  with  multiple 
HCPCS  codes  that  include  different 
dosages  as  described  in  section  V.B.2.C. 
of  this  proposed  rule  or  for  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  that  we  are 
proposing  to  continue  to  package  in  CY 
2013,  as  discussed  in  section  V.B.2.d.  of 
this  proposed  rule. 

In  order  to  calculate  the  per  day  costs 
for  drugs,  nonimplantable  biologicals, 
and  therapeutic  radiopharmaceuticals  to 
determine  their  proposed  packaging 
.  status  in  CY  2013,  we  used  the 
methodology  that  was  described  in 
detail  in  the  CY  2006  OPPS  proposed 
rule  (70  FR  42723  through  42724)  and 
finalized  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68636 
through  70  FR  68638).  For  each  drug 
and  nonimplantable  biological  HCPCS 
code,  we  used  an  estimated  payment 
rate  of  ASP+6  percent  (which  is  the 
payment  rate  we  are  proposing  for 
separately  payable  drugs  and 
nonimplantable  biologicals  for  CY  2013, 
as  discussed  in  more  detail  in  section 
V.B.3.b.  of  this  proposed  rule)  to 
calculate  the  CY  2013  proposed  rule  per 
day  costs.  We  used  the  manufacturer 
submitted  ASP  data  from  the  fourth 
quarter  of  CY  2011  (data  that  were  used 
for  payment  purposes  in  the  physician’s 
office  setting,  effective  April  1,  2012)  to 


determine  the  proposed  rule  per  day 
cost. 

As  is  our  standard  methodology,  for 
CY  2013  we  are  proposing  to  use 
payment  rates  based  on  the  ASP  data 
from  the  fourth  quarter  of  CY  2011  for 
budget  neutrality  estimates,  packaging 
determinations,  impact  analyses,  and 
completion  of  Addenda  A  and  B  to  this 
proposed  rule  (which  are  available  via 
the  Internet  on  the  CMS  Web  site) 
because  these  are  the  most  recent  data 
available  for  use  at  the  time  of 
development  of  this  proposed  rule. 

These  data  were  also  the  bases  for  drug 
payments  in  the  physician’s  office 
setting,  effective  April  1,  2012.  For 
items  that  did  not  have  an  ASP-based 
payment  rate,  such  as  some  therapeutic 
radiopharmaceuticals,  we  used  their 
mean  unit  cost  derived  from  the  CY 
2011  hospital  claims  data  to  determine 
their  per  day  cost. 

We  are  proposing  to  package  items 
with  a  per  day  cost  less  than  or  equal 
to  $80,  and  identify  items  with  a  per  day 
cost  greater  than  $80  as  separately 
payable.  Consistent  with  our  past 
practice,  we  crosswalked  historical 
OPPS  claims  data  from  the  CY  2011 
HCPCS  codes  that  were  reported  to  the 
CY  2012  HCPCS  codes  that  we  display 
in  Addendum  B  of  this  proposed  rule 
(which  is  available  via  the  Internet  on 
the  CMS  Web  site)  for  payment  in  CY 
2013. 

Our  policy  during  previous  cycles  of 
the  OPPS  has  been  to  use  updated  ASP 
and  claims  data  to  make  final 
determinations  of  the  packaging  status 
of  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  for 
the  OPPS/ ASC  final  rule  with  comment 
period.  We  note  that  it  is  also  our  policy 
to  make  an  annual  packaging 
determination  for  a  HCPCS  code  only 
when  we  develop  the  OPPS/ ASC  final 
rule  with  comment  period  for  the 
update  year.  Only  HCPCS  codes  that  are 
identified  as  separately  payable  in  the 
final  rule  with  comment  period  will  be 
subject  to  quarterly  updates.  For  our 
calculation  of  per  day  costs  of  HCPCS 
codes  for  drugs  and  nonimplantable 
biologicals  in  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period,  we  are 
proposing  to  use  ASP  data  from  the  first 
quarter  of  CY  2012,  which  is  the  basis 
for  calculating  payment  rates  for  drugs 
and  biologicals  in  the  physician’s  office 
setting  using  the  ASP  methodology, 
effective  July  1,  2012,  along  with 
updated  hospital  claims  data  from  CY 

2011.  We  note  that  we  also  are 
proposing  to  use  these  data  for  budget 
neutrality  estimates  and  impact  analyses 
for  the  CY  2013  OPPS/ASC  final  rule 
with  comment  period. 


Payment  rates  for  HCPCS  codes  for 
separately  payable  drugs  and 
nonimplantable  biologicals  included  in 
Addenda  A  and  B  to  the  final  rule  with 
comment  period  will  be  based  on  ASP 
data  from  the  second  quarter  of  CY 

2012.  These  data  will  be  the  basis  for 
calculating  payment  rates  for  drugs  and 
biologicals  in  the  physician’s  office 
setting  using  the  ASP  methodology, 
effective  October  1,  2012.  These 
physician’s  offige  payment  rates  would 
then  be  updated  in  the  January  2013 
OPPS  update,  based  on  the  most  recent 
ASP  data  to  be  used  for  physician’s 
office  and  OPPS  payment  as  of  January 
1,  2013.  For  items  that  do  not  currently 
have  an  ASP-based  payment  rate,  we  are 
proposing  to  recalculate  their  mean  unit 
cost  from  all  of  the  CY  2011  claims  data 
and  updated  cost  report  information 
available  for  the  CY  2013  final  rule  with 
comment  period  to  determine  their  final 
per  day  cost. 

Consequently,  the  packaging  status  of 
some  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  in  this 
CY  2013  OPPS/ASC  proposed  rule  may 
be  different  from  the  same  drug  HCPCS 
code’s  packaging  status  determined 
based  on  the  data  used  for  the  final  rule 
with  comment  period.  Under  such 
circumstances,  we  are  proposing  to 
continue  to  follow  the  established 
policies  initially  adopted  for  the  CY 
2005  OPPS  (69  FR  65780)  in  order  to 
more  equitably  pay  for  those  drugs 
whose  cost  fluctuates  relative  to  the 
proposed  CY  2013  OPPS  drug  packaging 
threshold  and  the  drug’s  payment  status 
(packaged  or  separately  payable)  in  CY 

2012.  Specifically,  for  CY  2013, 
consistent  with  our  historical  practice, 
we  are  proposing  to  apply  the  following 
policies  to  these  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  whose 
relationship  to  the  proposed  $80  drug 
packaging  threshold  changes  based  on 
the  updated  drug  packaging  threshold 
and  on  the  final  updated  data: 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  that  were 
paid  separately  in  CY  2012  and  that  are 
proposed  for  separate  payment  in  CY 

2013,  and  that  then  have  per  day  costs 
equal  to  or  less  than  $80,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  this  CY  2013  proposed  rule, 
would  continue  to  receive  separate 
payment  in  CY  2013. 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  that  were 
packaged  in  CY  2012  and  that  are 
proposed  for  separate  payment  in  CY 
2013,  and  that  then  have  per  day  costs 
equal  to  or  less  than  $80,  based  on  the 
updated  ASPs  and  hospital  claims  data 
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used  for  this  GY  2013  proposed  rule, 
would  remain  packaged  in  CY  2013. 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  for  which 
we  are  proposing  packaged  payment  in 
CY  2013  but  then  have  per  day  costs 
greater  than  $80,  based  on  the  updated 
ASPs  and  hospital  claims  data  used  for 
this  CY  2013  proposed  rule,  would 
receive  separate  payment  in  CY  2013. 

c.  Proposed  Packaging  Determination  for 
HCPCS  Codes  That  Describe  the  Same 
Drug  or  Biological  But  Different  Dosages 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66776),  we 
began  recognizing,  for  OPPS  payment 
purposes,  multiple  HCPCS  codes 
reporting  different  dosages  for  the  same 
covered  Part  B  drugs  or  biologicals  in 
order  to  reduce  hospitals’  administrative 
burden  by  permitting  them  to  report  all 
HCPCS  codes  for  drugs  and  biologicals. 
In  general,  prior  to  CY  2008,  the  OPPS 
recognized  for  payment  only  the  HCPCS 
code  that  described  the  lowest  dosage  of 
a  drug  or  biological.  We  extended  this 
recognition  to  multiple  HCPCS  codes  for 
several  other  drugs  under  the  CY  2009 
OPPS  (73  FR  68665).  During  CYs  2008 
and  2009,  we  applied  a  policy  that 
assigned  the  status  indicator  of  the 
previously  recognized  HCPCS  code  to 
the  associated  newly  recognized  code(s), 
reflecting  the  packaged  or  separately 
payable  status  of  the  new  code(s).  In  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66775),  we 
explained  that  once  claims  data  were 
available  for  these  previously 
unrecognized  HCPCS  codes,  we  would 
determine  the  packaging  status  and 
resulting  status  indicator  for  each 
HCPCS  code  according  to  the  general, 
established  HCPCS  code-specific 
methodology  for  determining  a  code’s 
packaging  status  for  a  given  update  year. 
However,  we  also  stated  that  we 
planned  to  closely  follow  our  claims 
data  to  ensure  that  our  annual  packaging 
determinations  for  the  different  HCPCS 
codes  describing  the  same  drug  or 
biological  did  not  create  inappropriate 
payment  incentives  for  hospitals  to 
report  certain  HCPCS  codes  instead  of 
others. 

In  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60490 
through  60491),  we  finalized  a  policy  to 
make  a  single  packaging  determination 
.  for  a  drug,  rather  than  an  individual 
HCPCS  code,  when  a  drug  has  multiple 
HCPCS  codes  describing  different 
dosages.  We  analyzed  CY  2008  claims 
data  for  the  HCPCS  codes  describing 
different  dosages  of  the  same  drug  or 


biological  that  were  newly  recognized  in 
CY  2008  and  found  that  our  claims  data 
would  result  in  several  different 
packaging  determinations  for  different 
codes  describing  the  same  drug  or 
biological.  Furthermore,  we  found  that 
our  claims  data  included  few  units  and 
days  for  a  number  of  newly  recognized 
HCPCS  codes,  resulting  in  our  concern 
that  these  data  reflected  claims  from 
only  a  small  number  of  hospitals,  even 
though  the  drug  or  biological  itself  may 
be  reported  by  many  other  hospitals 
under  the  most  common  HCPCS  code. 
Based  on  these  findings  from  our  first 
available  claims  data  for  the  newly 
recognized  HCPCS  codes,  we  believed 
that  adopting  our  standard  HCPCS  code¬ 
specific  packaging  determinations  for 
these  codes  could  lead  to  payment 
incentives  for  hospitals  to  report  certain 
HCPCS  codes  instead  of  others, 
particularly  because  we  do  not  currently 
require  hospitals  to  report  all  drug  and 
biological  HCPCS  codes  under  the  OPPS 
in  consideration  of  our  previous  policy 
that  generally  recognized  only  the 
lowest  dosage  HCPCS  code  for  a  drug  or 
biological  for  OPPS  payment. 

For  CY  2013,  we  continue  to  believe 
that  adopting  the  standard  HCPCS  code¬ 
specific  packaging  determinations  for 
these  codes  could  lead  to  payment 
incentives  for  hospitals  to  report  certain 
HCPCS  codes  for  drugs  instead  of 
others.  Making  packaging 
determinations  on  a  drug-specific  basis 
eliminates  these  incentives  and  allows 
hospitals  flexibility  in  choosing  to 
report  all  HCPCS  codes  for  different 
dosages  of  the  same  drug  or  only  the 
lowest  dosage  HCPCS  code.  Therefore, 
we  are  proposing  to  continue  our  policy 
to  make  packaging  determinations  on  a 
drug-specific  basis,  rather  than  a  HCPCS 
code-specific  basis,  for  those  HCPCS 
codes  that  describe  the  same  drug  or 
biological  but  different  dosages  in  CY 
2013. 

For  CY  2013,  in  order  to  propose  a 
packaging  determination  that  is 
consistent  across  all  HCPCS  codes  that 
describe  different  dosages  of  the  same 
drug  or  biological,  we  aggregated  both 
our  CY  2011  claims  data  and  our  pricing 
information  at  ASP+6  percent  across  all 
of  the  HCPCS  codes  that  describe  each 
distinct  drug  or  biological  in  order  to 
determine  the  mean  units  per  day  of  the 
drug  or  biological  in  terms  of  the  HCPCS 
code  with  the  lowest  dosage  descriptor. 
HCPCS  codes  J3472  (Injection, 
hyaluronidase,  ovine,  preservative  free, 
per  1000  usp  units),  Q0171 
(Chlorpromazine  hydrochloride,  10  mg, 
oral,  FDA  approved  prescription 


antiemetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV 
antiemetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen),  Q0172 
(Chlorpromazine  hydrochloride,  25  mg, 
oral,  FDA  approved  prescription  anti¬ 
emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti¬ 
emetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen),  Q0175  (Perphenazine, 

4  mg,  oral,  FDA  approved  prescription 
anti-emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti¬ 
emetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen),  Q0176  (Perphenazine, 

8  mg,  oral,  FDA  approved  prescription 
anti-emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti¬ 
emetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen),  Q0177  (Hydroxyzine 
pamoate,  25  mg,  oral,  FDA  approved 
prescription  anti-emetic,  for  use  as  a 
complete  therapeutic  substitute  for  an 
IV  anti-emetic  at  the  time  of 
chemotherapy  treatment,  not  to  exceed 
a  48-hour  dosage  regimen),  and  Q0178 
(Hydroxyzine  pamoate,  50  mg,  oral, 

FDA  approved  prescription  anti-emetic, 
for  use  as  a  complete  therapeutic  _ 
substitute  for  an  IV  anti-emetic  at  the 
time  of  chemotherapy  treatment,  not  to 
exceed  a  48-hour  dosage  regimen)  did 
not  have  pricing  information  available 
for  the  ASP  methodology  and,  as  is  our 
current  policy  for  determining  the 
packaging  status  of  other  drugs,  we  used 
the  mean  unit  cost  available  from  the 
fourth  quarter  CY  2011  claims  data  to 
make  the  packaging  determinations  for 
these  drugs.  For  all  other  drugs  and 
biologicals  that  have  HCPCS  codes 
describing  different  dosages,  we  then 
multiplied  the  weighted  average  ASP+6 
percent  per  unit  payment  amount  across 
all  dosage  levels  of  a  specific  drug  or 
biological  by  the  estimated  units  per  day 
for  all  HCPCS  codes  that  describe  each 
drug  or  biological  from  our  claims  data 
to  determine  the  estimated  per  day  cost 
of  each  drug  or  biological  at  less  than  or 
equal  to  $80  (whereupon  all  HCPCS 
codes  for  the  same  drug  or  biological 
would  be  packaged)  or  greater  than  $80 
(whereupon  all  HCPCS  codes' for  the 
same  drug  or  biological  would  be 
separately  payable).  The  proposed 
packaging  status  of  each  drug  and 
biological  HCPCS  code  to  which  this 
methodology  would  apply  is  displayed 
in  Table  26  below. 
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Table  26— Proposed  HCPCS  Codes  to  Which  the  CY  2013  Drug-Specific  Packaging  Determination 

Methodology  Would  Apply 


Proposed  CY 
2013  HCPCS 
code 


Proposed  CY  2013  long  descriptor 


Proposed 
CY  2013 
SI 


! 


C9257 
J9035  . 
J1020  . 
J1030  . 
J1040  . 
J1070  . 
J1080  . 
J1440  . 
J1441  . 
J1460  . 
J1560  . 
J1642  . 
J1644  . 
J1850  . 
J1840  . 
J2270  . 
J2271  . 
J2788  . 
J2790  . 
J2920  . 
J2930  , 
J3120  . 
J3130  . 
J3471  . 
J3472  . 
J7050 
J7040 
J7030 
J7515 
J7502 
J8520 
J8521 
J9250 
J9260 
00164 


00165 


00167 

00168 

00169 


00170 

00171 

00172 

00175 

00176 

00177 

00178 


Injection,  bevacizumab,  0.25  mg  . 

Injection,  bevacizumab,  10  mg  . 

Injection,  methylprednisolone  acetate,  20  mg  . . . .v . 

Injection,  methylprednisolone  acetate,  40  mg  . . 

Injection,  methylprednisolone  acetate,  80  mg  . 

Injection,  testosterone  cypionate,  up  to  100  mg  . 

Injection,  testosterone  cypionate,  1  cc,  200  mg . 

Injection,  filgrastim  (g-csf),  300  meg . . 

Injection,  filgrastim  (g-csf),  480  meg . . . 

Injection,  gamma  globulin,  intramuscular,  1  cc  . . 

Injection,  gamma  globulin,  intramuscular  over  10  cc  . : . 

Injection,  heparin  sodium,  (heparin  lock  flush),  per  10  units  . 

Injection,  heparin  sodium,  per  1000  units  . 

Injection,  kanamycin  sulfate,  up  to  75  mg . . . 

Injection,  kanamycin  sulfate,  up  to  500  mg . 

Injection,  morphine  sulfate,  up  to  10  mg  . 

Injection,  morphine  sulfate,  lOOmg . . . 

Injection,  rho  d  immune  globulin,  human,  minidose,  50  micrograms  (250  i.u.)  . 

Injection,  rho  d  immune  globulin,  human,  full  dose,  300  micrograms  (1500  i.u.)  . 

Injection,  methylprednisolone  sodium  succinate,  up  to  40  mg  . 

Injection,  methylprednisolone  sodium  succinate,  up  to  125  mg  . 

Injection,  testosterone  enanthate,  up  to  100  mg . . . 

Injection,  testosterone  enanthate,  up  to  200  mg . . 

Injection,  hyaluronidase,  ovine,  preservative  free,  per  1  usp  unit  (up  to  999  usp  units) . 

Injection,  hyaluronidase,  ovine,  preservative  free,  per  1000  usp  units  . 

Infusion,  normal  saline  solution  ,  250  cc  . 

Infusion,  normal  saline  solution,  sterile  (500  ml=1  unit) . . 

Infusion,  normal  saline  solution  ,  1 000  cc  . 

Cyclosporine,  oral,  25  mg . 

Cyclosporine,  oral,  100  mg . 

Capecitabine,  oral,  1 50  mg . 

Capecitabine,  oral,  500  mg . 

Methotrexate  sodium,  5  mg  . 

Methotrexate  sodium,  50  mg  . .- . 

Prochlorperazine  maleate,  5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  thera¬ 
peutic  substitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dos¬ 
age  regimen. 

Prochlorperazine  maleate,  10  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  thera¬ 
peutic  substitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dos¬ 
age  regimen. 

Dronabinol,  2.5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute 
for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 
Dronabinol,  5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute 
for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regimen. 
Promethazine  hydrochloride,  12.5  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  antiemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour 
dosage  regimen. 

Promethazine  hydrochloride,  25  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  antiemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour 
dosage  regimen. 

Chlorpromazine  hydrochloride,  10  mg,  oral,  FDA  approved  prescription  antiemetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  antiemetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour 
dosage  regimen. 

Chlorpromazine  hydrochloride,  25  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour 
dosage  regimen. 

Perphenazine,  4  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  sub¬ 
stitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regi¬ 
men. 

Perphenazine,  8  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  sub¬ 
stitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage  regi¬ 
men. 

Hydroxyzine  pamoate,  25  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
substitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage 
regimen. 

Hydroxyzine  pamoate,  50  mg,  oral,  FDA  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
substitute  for  an  IV  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48-hour  dosage 
regimen. 
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3.  Proposed  Payment  for  Drugs  and 
Biologicals  Without  Pass-Through 
Status  That  Are  Not  Packaged 

a.  Proposed  Payment  for  Specified 
Covered  Outpatient  Drugs  (SCODs)  and 
Other  Separately  Payable  and  Packaged 
Drugs  and  Biologicals 

Section  1833(tKl4)  of  the  Act  defines 
certain  separately  payable 
radiopharmaceuticals,  drugs,  and 
biologicals  and  mandates  specific 
payments  for  these  items.  Under  section 
1833(t)(14)(B)(i)  of  the  Act,  a  “specified 
covered  outpatient  drug”  is  a  covered 
outpatient  drug,  as  defined  in  section 
1927{k)(2)  of  the  Act,  for  which  a 
separate  APC  has  been  established  and 
that  either  is  a  radiopharmaceutical 
agent  or  is  a  drug  or  biological  for  which 
payment  was  made  on  a  pass-through 
basis  on  or  before  December  31,  2002. 

Under  section  1833(t)(14)(B)(ii)  of  the 
Act,  certain  drugs  and  biologicals  are 
designated  as  exceptions  and  are  not 
included  in  the  definition  of  “specified 
covered  outpatient  drugs,”  known  as 
SCODs.  These  exceptions  are — 

•  A  drug  or  biological  for  which 
payment  is  first  made  on  or  after 
January  1,  2003,  under  the  transitional 
pass-through  payment  provision  in 
section  1833(t)(6)  of  the  Act. 

•  A  drug  or  biological  for  which  a 
temporary  HCPCS  code  has  not  been 
assigned. 

•  During  CYs  2004  and  2005,  an 
orphan  drug  (as  designated  by  the 
Secretary).  - 

Section  1833(t)(14)(A)(iii)  of  the  Act 
requires  that  payment  for  SCODs  in  CY 
2006  and  subsequent  years  be  equal  to 
the  average  acquisition  cost  for  the  drug 
for  that  year  as  determined  by  the 
Secretary,  subject  to  any  adjustment  for 
overhead  costs  and  taking  into  account 
the  hospital  acquisition  cost  survey  data 
collected  by  the  Government 
Accountability  Office  (GAO)  in  CYs 
2004  and  2005,  and  later  periodic 
surveys  conducted  by  the  Secretary  as 
set  forth  in  the  statute.  If  hospital 
acquisition  cost  data  are  not  available, 
the  law  requires  that  payment  be  equal 
to- payment  rates  established  under  the 
methodology  described  in  section 
1842(o),  section  1847A,  or  section 
1847B  of  the  Act,  as  calculated  and 
adjusted  by  the  Secretary  as  necessary. 
Most  physician  Part  B  drugs  are  paid  at 
ASP+6  percent  pursuant  to  section 
1842(o)  and  section  1847A  of  the  Act. 

Section  1833(t)(14)(E)  of  the  Act 
provides  for  an  adjustment  in  OPPS 
payment  rates  for  overhead  and  related 
expenses,  such  as  pharmacy  services 
and  handling  costs.  Section 
1833(t)(14)(E)(i)  of  the  Act  required 
MedPAC  to  study  pharmacy  overhead 


and  related  expenses  and  to  make 
recommendations  to  the  Secretary 
regarding  whether,  and  if  so  how,  a 
payment  adjustment  should  be  made  to 
compensate  hospitals  for  overhead  and 
related  expenses.  Section 
1833(t)(14)(E)(ii)  of  the  Act  authorizes 
the  Secretary  to  adjust  the  weights  for 
ambulatory  procedure  classifications  for 
SGODs  to  take  into  account  the  findings 
of  the  MedPAC  study. 

It  has  been  our  longstanding  policy  to 
treat  all  separately  payable  drugs  and 
biologicals,  which  includes  SCODs,  and 
drugs  and  biological  that  are  not  SCODs, 
the  same.  Therefore,  we  apply  the 
payment  methodology  in  section 
1833(t)(14)(A)(iii)(I)  of  the  Act  to 
SCODs,  as  required  by  statute,  but  we 
also  apply  it  to  separately  payable  drugs 
and  biologicals  that  are  not  SCODs, 
which  is  a  policy  choice  rather  than  a 
statutory  requirement.  Later  in  the 
discussion  of  our  proposed  policy  for 
CY  2013,  we  are  proposing  to  apply 
section  1833(t)(14)(A)(iii)(II)  of  the  Act 
to  all  separately  payable  drugs  and 
biologicals.  Although  we  do  not 
distinguish  SCODs  in  that  discussion, 
we  note  that  we  are  required  to  apply 
section  1833(t)(14)(A)(iii)(II)  of  the  Act 
to  SCODs,  but  we  are  choosing  to  apply 
it  to  other  separately  payable  drugs  and 
biologicals,  consistent  with  our  history 
of  using  the  same  payment  methodology 
for  all  separately  payable  drugs  and 
biologicals. 

In  the  CY  2006  OPPS  proposed  rule 
(70  FR  42728  through  42731),  we 
discussed  the  June  2005  report  by 
MedPAC  regarding  pharmacy  overhead 
costs  in  HOPDs  and  summarized  the 
findings  of  that  study.  In  response  to  the 
MedPAC  findings,  in  the  CY  2006  OPPS 
proposed  rule  (70  FR  42729),  we 
discussed  our  belief  that,  because  of  the 
varied  handling  resources  required  to 
prepare  different  forms  of  drugs,  it 
would  be  impossible  to  exclusively  and 
appropriately  assign  a  drug  to  a  certain 
overhead  category  that  would  apply  to 
all  hospital  outpatient  uses  of  the  drug. 
Therefore,  our  CY  2006  OPPS  proposal 
included  a  proposal  to  establish  three 
distinct  Level  II  HCPCS  C-codes  and 
three  corresponding  APCs  for  drug 
handling  categories  to  differentiate 
overhead  costs  for  drugs  and  biologicals 
(70  FR  42730).  We  also  proposed:  (1)  To 
combine  several  overhead  categories 
recommended  by  MedPAC;  (2)  to 
establish  three  drug  handling  categories, 
as  we  believed  that  larger  groups  would 
minimize  the  number  of  drugs  that  may 
fit  into  more  than  one  category  and 
would  lessen  any  Undesirable  payment 
policy  incentives  to  utilize  particular 
forms  of  drugs  or  specific  preparation 
methods;  (3)  to  collect  hospital  charges 


for  these  HCPCS  C-codes  for  2  years; 
and  (4)  to  ultimately  base  payment  for 
the  corresponding  drug  handling  APCs 
on  CY  2006  claims  data  available  for  the 
CY  2008  OPPS. 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68659  through 
68665),  we  discussed  the  public 
comments  we  received  on  our  proposal 
regarding  pharmacy  overhead.  The 
overwhelming  majority  of  commenters 
did  not  support  our  proposal  regarding 
pharmacy  overhead  and  urged  us  not  to 
finalize  this  policy,  as  it  would  be 
administratively  burdensome  for 
hospitals  to  establish  charges  for  HCPCS 
codes  for  pharmacy  overhead  and  to 
report  them.  Therefore,  we  did  not 
finalize  this  proposal  for  CY  2006. 
Instead,  we  established  payment  for 
separately  payable  drugs  and  biologicals 
at  ASP-H6  percent,  which  we  calculated 
by  comparing  the  estimated  aggregate 
cost  of  separately  payable  drugs  and 
biologicals  in  our  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
separately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 
average  acquisition  cost  (70  FR  68642). 
Hereinafter,  we  refer  to  this 
methodology  as  our  standard  drug 
payment  methodology.  We  concluded 
that  payment  for  drugs  and  biologicals 
and  pharmacy  overhead  at  a  combined 
ASP-f6  percent  rate  would  serve  as  an 
acceptable  proxy  for  the  combined 
acquisition  and  overhead  costs  of  each 
of  these  products. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68091),  we 
finalized  our  proposed  policy  to  provide 
a  single  payment  of  ASP-t-6  percent  for 
the  hospital’s  acquisition  cost  for  the 
drug  or  biological  and  all  associated 
pharmacy  overhead  and  handling  costs. 
The  ASP-i-6  percent  rate  that  we 
finalized  was  higher  than  the  equivalent 
average  ASP-based  amount  calculated 
from  claims  of  ASP-(-4  percent  according 
to  our  standard  drug  payment 
methodology,  but  we  adopted  payment 
at  ASP+6  percent  for  stability  while  we 
continued  to  examine  the  issue  of  the 
costs  of  pharmacy  overhead  in  the 
HOPD  and  awaited  the  accumulation  of 
CY  2006  data  as  discussed  in  the  prior 
year’s  rule. 

In  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42735),  in  response  to 
ongoing  discussions  with  interested 
parties,  we  proposed  to  continue  our 
methodology  of  providing  a  combined 
payment  rate  for  drug  and  biological 
acquisition  and  pharmacy  overhead 
costs  while  continuing  our  efforts  to 
improve  the  available  data.  We  also 
proposed  to  instruct  hospitals  to  remove 
the  pharmacy  overhead  charge  for  both 
packaged  and  separately  payable  drugs 


45138 


Federal  Register / Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


and  biologicals  from  the  charge  for  the 
drug  or  biological  and  report  the 
pharmacy  overhead  charge  on  an 
uncoded  revenue  code  line  on  the 
claim.  We  believed  that  this  would 
provide  us  with  an  avenue  for  collecting 
pharmacy  handling  cost  data  specific  to 
drugs  in  order  to  package  the  overhead 
costs  of  these  items  into  the  associated 
procedures,  most  likely  drug 
administration  services.  Similar  to  the 
public  response  to  our  CY  2006 
pharmacy  overhead  pro^sal,  the 
overwhelming  majority  of  commenters 
did  not  support  our  CY  2008  proposal 
and  urged  us  to  not  finalize  this  policy 
(72  FR  66761).  At  its  September  2007 
meeting,  the  APC  Panel  recommended 
that  hospitals  not  be  required  to 
separately  report  charges  for  pharmacy 
overhead  and  handling  and  that 
payment  for  overhead  be  included  as 
part  of  drug  pa)Tnent.  The  APC  Panel 
also  recommended  that  CMS  continue 
to  evaluate  alternative  metlTods  to 
standardize  the  capture  of  pharmacy 
overhead  costs  in  a  manner  that  is 
simple  to  implement  at  the 
organizational  level  (72  FR  66761). 
Because  of  concerns  expressed  by  the 
APC  Panel  and  public  commenters,  we 
did  not  finalize  the  proposal  to  instruct 
hospitals  to  separately  report  pharmacy 
overhead  charges  for  CY  2008.  Instead, 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66763),  we 
finalized  a  policy  of  providing  payment 
for  separately  payable  drugs  and 
biologicals  and  their  pharmacy 
overhead  at  ASP+5  percent  as  a 
transition  from  their  CY  2007  payment 
of  ASP+6  percent  to  payment  based  on 
the  equivalent  average  ASP-based 
payment  rate  calculated  ft’om  hospital 
claims  according  to  our  standard  drug 
payment  methodology,  which  was 
ASP+3  percent  for  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period. 
Hospitals  continued  to  include  charges 
for  pharmacy  overhead  costs  in  the  line- 
item  charges  for  the  associated  drugs 
reported  on  claims. 

For  CY  2009,  we  proposed  to  pay 
separately  payable  drugs  and  biologicals 
at  ASP+4  percent,  including  both 
SCODs  and  other  drugs  without  CY 
2009  OPPS  pass-through  status,  based 
on  our  standard  drug  payment 
methodology.  We  also  continued  to 
explore  mechanisms  to  improve  the 
available  data.  We  proposed  to  split  the 
“Drugs  Charged  to  Patients”  cost  center 
into  two  cost  centers:  One  for  drugs 
with  high  pharmacy  overhead  costs  and 
one  for  drugs  with  low  pharmacy 
overhead  costs  (73  FR  41492).  We  noted 
that  we  expected  that  CCRs  from  the 
proposed  new  cost  centers  would  be 


available  in  2  to  3  years  to  refine  OPPS 
drug  cost  estimates  by  accounting  for 
differential  hospital  markup  practices 
for  drugs  with  high  and  low  overhead 
costs.  After  consideration  of  the  public 
comments  received  and  the  APC  Panel 
recommendations,  we  finalized  a  CY 
2009  policy  (73  FR  68659)  to  provide 
payment  for  separately  payable 
nonpass-through  drugs  and  biologicals 
based  on  costs  calculated  from  hospital 
claims  at  a  1-year  transitional  rate  of 
ASP+4  percent,  in  the  context  of  an 
equivalent  average  ASP-based  payment 
rate  of  ASP+2  percent  calculated 
according  to  our  standard  drug  payment 
methodology  from  the  final  rule  claims 
data  and  cost  report  data.  We  did  not 
finalize  our  proposal  to  split  the  single 
standard  ‘T)rugs  Charged  to  Patients” 
cost  center  into  two  cost  centers  largely 
due  to  concerns  raised  by  hospitals 
about  the  associated  administrative 
burden.  Instead,  we  indicated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68659)  that  we 
would  continue  to  explore  other 
potential  approaches  to  improve  our 
drug  cost  estimation  methodology, 
thereby  increasing  payment  accuracy  for 
separately  payable  drugs  and 
biologicals. 

In  response  to  the  CMS  proposals  for 
the  CY  2008  and  CY  2009  OPPS,  a  group 
of  pharmacy  stakeholders  (hereinafter 
referred  to  as  the  pharmacy 
stakeholders),  including  some  cancer 
hospitals,  some  pharmaceutical 
manufacturers,  and  some  hospital  and 
professional  associations,  commented 
that  CMS  should  pay  an  acquisition  cost 
of  ASP+6  percent  for  separately  payable 
drugs,  should  substitute  ASP+6  percent 
for  the  packaged  cost  of  all  packaged 
drugs  and  biologicals  on  procedure 
claims,  and  should  redistribute  the 
difference  between  the  aggregate 
estimated  packaged  drug  cost  in  claims 
and  payment  for  all  drugs,  including 
packaged  drugs  at  ASP+6  percent,  as 
separate  pharmacy  overhead  payments 
for  separately  payable  drugs.  They 
indicated  that  this  approach  would 
preserve  the  aggregate  drug  cost 
observed  in  the  claims  data,  while 
significantly  increasing  payment 
accuracy  for  individual  drugs  and 
procedures  by  redistributing  drug  cost 
from  packaged  drugs.  Their  suggested 
approach  would  provide  a  separate 
overhead  payment  for  each  separately 
payable  drug  or  biological  at  one  of 
three  different  levels,  depending  on  the 
pharmacy  stakeholders’  assessment  of 
the  complexity  of  pharmacy  handling 
associated  with  each  specific  drug  or 
biological  (73  FR  68651  through  68652). 
Each  separately  payable  drug  or 


biological  HCPCS  code  would  be 
assigned  to  one  of  the  three  overhead 
categories,  and  the  separate  pharmacy 
overhead  payment  applicable  to  the 
category  would  be  made  when  each  of 
the  separately  payable  drugs  or 
biologicals  was  paid. 

In  the  CY  2010  OPPS/ASC  proposed 
rule  (74  FR  35332),  we  acknowledged 
the  limitations  of  our  data  and  our 
availability  to  find  a  method  to  improve 
that  data  in  a  way  that  did  not  impose 
unacceptable  administrative  burdens  on 
providers.  Accepting  that  charge 
compression  was  a  reasonable  but 
unverifiable  supposition,  we  proposed 
to  redistribute  between  one-third  and 
one-half  of  the  estimated  overhead  cost 
associated  with  coded  packaged  drugs 
and  biologicals  with  an  ASP,  which 
resulted  in  our  proposal  to  pay  for  the 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals  that  did  not  have  pass¬ 
through  payment  status  at  ASP+4 
percent.  We  calculated  estimated 
overhead  cost  for  coded  packaged  drugs 
and  biologicals  by  determining  the 
difference  between  the  aggregate  claims 
cost  for  coded  packaged  drugs  and 
biologicals  with  an  ASP  and  the  ASP 
dollars  (ASP  multiplied  by  the  drug’s  or 
biological’s  units  in  the  claims  data)  for 
those  same  coded  drugs  and  biologicals: 
this  difference  was  our  estimated 
overhead  cost  for  coded  packaged  drugs 
and  biologicals.  In  our  rationale 
described  in  the  CY  2010  OPPS/ASC 
proposed  rule  (74  FR  35326  through 
35333),  we  stated  that  we  believed  that 
approximately  $150  million  of  the 
estimated  $395  million  total  in 
pharmacy  overhead  cost,  specifically 
between  one-third  and  one-half  of  that 
cost,  included  in  our  claims  data  for 
coded  packaged  drugs  and  biologicals 
with  reported  ASP  data  should  be 
attributed  to  separately  payable  drugs 
and  biologicals  and  that  the  $150 
million  serves  as  the  adjustment  for  the 
pharmacy  overhead  costs  of  separately 
payable  drugs  and  biologicals.  As  a 
result,  we  also  proposed  to  reduce  the 
costs  of  coded  drugs  and  biologicals  that 
are  packaged  into  payment  for 
procedural  APCs  to  offset  the  $150 
million  adjustment  to  payment  for 
separately  payable  drugs  and 
biologicals.  In  addition,  we  proposed 
that  any  redistribution  of  pharmacy 
overhead  cost  that  may  arise  from  the 
CY  2010  final  rule  data  would  occur 
only  from  some  drugs  and  biologicals  to 
other  drugs  and  biologicals,  thereby 
maintaining  the  estimated  total  cost  of 
drugs  and  biologicals  that  we  calculate 
based  on  the  charges  and  costs  reported 
by  hospitals  on  claims  and  cost  reports. 
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As  a  result  of  this  approach,  no 
redistribution  of  cost  would  occur  from 
other  services  to  drugs  and  biologicals 
or  vice  versa. 

While  we  had  no  way  of  assessing 
whether  this  current  distribution  of 
overhead  cost  to  coded  packaged  drugs 
and  biologicals  with  an  ASP  was 
appropriate,  we  acknowledged  that  the 
established  method  of  converting  billed 
charges  to  costs  had  the  potential  to 
“compress”  the  calculated  costs  to  some 
degree.  Further,  we  recognized  that  the 
attribution  of  pharmacy  overhead  costs 
to  packaged  or  separately  payable  drugs 
*  and  biologicals  through  our  standard 
drug  payment  methodology  of  a 
combined  payment  for  acquisition  and 
pharmacy  overhead  costs  depends,  in 
part,  on  the  treatment  of  all  drugs  and 
biologicals  each  year  under  our  annual 
drug  packaging  threshold.  Changes  to 
the  packaging  threshold  may  result  in 
changes  to  payment  for  th'e  overhead 
cost  of  drugs  and  biologicals  that  do  not 
reflect  actual  changes  in  hospital 
pharmacy  overhead  cost  for  those 
products.  For  these  reasons,  we  stated 
that  we  believed  some  portion,  but  not 
all,  of  the  total  overhead  cost  that  is 
associated  with  coded  packaged  drugs 
and  biologicals  (the  difference  between 
aggregate  cost  for  those  drugs  and 
biologicals  on  the  claims  and  ASP 
dollars  for  the  same  drugs  and 
biologicals),  based  on  our  standard  drug 
payment  methodology,  should,  at  least 
for  CY  2010,  be  attributed  to  separately 
payable  drugs  and  biologicals. 

We  acknowledged  that  the  observed 
combined  payment  for  acquisition  and 
pharmacy  overhead  costs  of  ASP-2 
percent  for  separately  payable  drugs  and 
biologicals  may  be  too  low  and 
ASP+247  percent  for  coded  packaged 
drugs  and  biologicals  with  reported  ASP 
data  in  the  CY  2010  claims  data  may  be 
too  high  (74  FR  35327  and  35328). 
Therefore,  we  stated  that  a  middle 
ground  would  represent  the  most 
accurate  redistribution  of  pharmacy 
overhead  cost.  Our  assumption  was  that 
approximately  one-third  to  one-half  of 
the  total  pharmacy  overhead  cost 
currently  associated  with  coded 
packaged  drugs  and  biologicals  in  the 
CY  2008  claims  data  offered  a  more 
approptiate  allocation  of  drug  and 
biological  cost  to  separately  payable 
drugs  and  biologicals  (74  FR  35328). 

One  third  of  the  $395  million  of 
pharmacy  overhead  cost  associated  with 
packaged  drugs  and  biologicals  was 
$132  million,  whereas  one-half  was 
$198  million. 

-  Within  the  one-third  to  one-half 
parameters,  we  proposed  reallocating 
$150  million  in  drug  and  biological  cost 
observed  in  the  claims  data  from  coded 


packaged  drugs  and  biologicals  with  an 
ASP  to  separately  payable  drugs  and 
biologicals  for  CY  2010  for  their 
pharmacy  overhead  costs.  Based  on  this 
redistribution,  we  proposed  a  CY  2010 
payment  rate  for  separately  payable 
drugs  and  biologicals  of  ASP+4  percent. 

In  the  CY  2010  OPPS  final  rule  with 
comment  period,  we  adopted  a 
transitional  payment  rate  of  ASP-t-4 
percent  based  on  a  pharmacy  overhead 
adjustment  methodology  for  CY  2010 
that  redistributed  $200  million  from 
packaged  drug  and  biological  cost  to 
separately  payable  drug  cost  (74  FR 
60499  through  60518).  This  $200 
million  included  the  proposed  $150 
million  redistribution  from  the 
pharmacy  overhead  cost  of  coded 
packaged  drugs  and  biologicals  for 
which  an  ASP  is  reported  and  an 
additional  $50  million  dollars  from  the 
total  uncoded  drug  and  biological  cost 
to  separately  payable  drugs  and 
biologicals  as  a  conservative  estimate  of 
the  pharmacy  overhead  cost  of  uncoded 
packaged  drugs  and  biologicals  that 
should  be  appropriately  associated  with 
the  cost  of  separately  payable  drugs  and 
biologicals  (74  FR  60517).  We  stated 
that  this  was  an  intentionally 
conservative  estimate  as  we  could  not 
identify  definitive  evidence  that 
imcoded  packaged  drug  emd  biological 
cost  included  a  pharmacy  overhead 
amount  comparable  to  that  of  coded 
packaged  drugs  and  biologicals  with  an 
ASP.  We  stated  that  we  could  not  know 
the  amount  of  overhead  associated  with 
these  drugs  without  making  significant 
assumptions  about  the  amount  of 
pharmacy  overhead  cost  associated  with 
the  drugs  and  biologicals  captured  by 
these  uncoded  packaged  drug  costs  (74 
FR  60511  through  60513).  In  addition, 
as  in  prior  years,  we  reiterated  our 
commitment  to  continue  in  our  efforts 
to  refine  our  analyses. 

For  CY  2011,  we  continued  the  CY 
2010  pharmacy  overhead  adjustment 
methodology  (74  FR  60500  through 
60512).  Consistent  with  our  supposition 
that  the  combined  payment  for  average 
acquisition  and  pharmacy  overhead 
costs  under  our  .standard  methodology 
may  understate  the  cost  of  separately 
payable  drugs  and  biologicals  and 
related  pharmacy  overhead  for  those 
drugs  and  biologicals,  we  redistributed 
$150  million  from  the  pharmacy 
overhead  cost  of  coded  packaged  drugs 
and  biologicals  with  an  ASP  and 
redistributed  $50  million  from  the  cost 
of  uncoded  packaged  drugs  and 
biologicals,  for  a  total  redistribution  of 
$200  million  from  costs  for  coded  and 
uncoded  packaged  drugs  to  separately 
payable  drugs  and  biologicals,  with  the 
result  that  we  pay  separately  paid  drugs 


and  biologicals  at  ASP+5  percent  for  CY 
2011.  The  redistribution  amount  of  $150 
million  in  overhead  cost  from  coded 
packaged  drugs  and  biologicals  with  an 
ASP  and  $50  million  in  costs  from 
uncoded  packaged  drugs  and  biologicals 
without  an  ASP  were  within  the 
parameters  established  in  the  CY  2010 
OPPS/ASC  final  rule.  In  addition,  as  in 
prior  years,  we  described  some  of  our 
work  to  improvp  our  analyses  during  the 
preceding  year,  including  an  analysis  of 
uncoded  packaged  drug  and  biological 
cost  and  our  evaluation  of  the  services 
with  which  uncoded  packaged  drug  cost 
appears  in  the  claims  data.  We 
conducted  this  analysis  in  an  effort  to 
assess  how  much  uncoded  drugs 
resemble  coded  packaged  drugs  (75  FR 
71966).  We  stated  that,  in  light  of  this 
information,  we  were  not  confident  that 
the  drugs  captured  by  uncoded  drug 
cost  are  the  same  drugs  captured  by 
coded  packaged  drug  cost,  and 
therefore,  we  did  not  believe  we  could 
assume  that  they  are  the  same  drugs, 
with  comparable  overhead  and  handling 
costs.  Without  being  able  to  calculate 
the  ASP  for  these  uncoded  packaged 
drugs  and  biologicals  and  without  being 
able  to  gauge  the  magnitude  of  overhead 
complexity  associated  with  these  drugs 
and  biologicals,  we  did  not  believe  that 
we  should  have  assumed  that  the  same 
amount  of  proportional  overhead  should 
be  redistributed  between  coded  and 
uncoded  packaged  drugs,  and  therefore, 
we  redistributed  $50  million  from 
uncoded  packaged  drugs  and  $150 
million  from  coded  packaged  drugs  (75 
FR  71966).  We  reiterated  our 
commitment  to  continue  to  refine  our 
drug  pricing  methodology  and  noted 
that  we  would  continue  to  pursue  the 
most  appropriate  methodology  for 
establishing  payment  for  drugs  and 
biologicals  under  the  OPPS  and 
continue  to  evaluate  the  appropriateness 
of  this  methodology  when  we  establish 
each  year’s  payment  for  drugs  and 
biologicals  under  the  OPPS  (75  FR 
71967). 

For  CY  2012,  we  continued  our 
overhead  adjustment  methodology  of 
redistributing  Va  to  V2  of  allocated 
overhead  for  coded  packaged  drugs  or 
$150  million  plus  an  additional  $50 
million  in  allocated  overhead  for 
uncoded  packaged  drugs.  Additionally, 
we  finalized  a  policy  to  update  these 
amounts  by  the  PPI  for  pharmaceuticals 
and  redistributed  $161  million  in 
allocated  overhead  from  coded 
packaged  drugs  and  $54  million  from 
uncoded  packaged  drugs.  We  further 
finalized  a  policy  to  hold  the 
redistributed  proportion  of  packaged 
drugs  constant  between  the  proposed 
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and  the  final  rule,  which  increased  the 
final  redistribution  amount  in  the  CY 
2012  final  rule  to  $240.3  million  ($169 
million  fi'om  coded  packaged  drugs  and 
$71.3  million  from  uncoded  packaged 
drugs).  This  approach  resulted  in  a  final 
payment  rate  of  ASP+4  percent  for 
separately  payable  drugs. 

b.  Proposed  CY  2013  Payment  Policy 

In  reexamining  our  current  drug 
payment  methodology  for  this  CY  2013 
OPPS/ASC  proposed  rule,  we  reviewed 
our  past  efforts  to  determine  an 
appropriate  payment  methodology  for 
drugs  and  biologicals,  as  described 
above.  Since  the  inception  of  the  OPPS, 
we  have  remained  committed  to 
establishing  a  drug  payment 
methodology  that  is  predictable, 
accurate,  and  appropriate.  Pharmacy 
stakeholders  and  the  hospital 
community  have  also,  throughout  the 
years,  continually  emphasized  the 
importance  of  both  predictable  and 
accurate  payment  rates  for  drugs,  noting 
that  a  payment  methodology  that 
emphasizes  predictability  and  accuracy 
leads  to  appropriate  payment  rates  that 
reflect  the  cost  of  drugs  and  biologicals 
(including  overhead)  in  HOPDs. 

Pertinent  stakeholders  also  have  noted 
that  predictable  and  accurate  payment 
rates  minimize  the  effect  of  anomalies  in 
the  claims  data  that  may  incorrectly 
influence  the  future  payment  for 
services.  We  understand  that,  with 
predictable  payment  rates,  hospitals  are 
better  able  to  plan  for  the  future. 

As  discussed  above,  since  CY  2006, 
we  have  attempted  to  establish  a  drug 
payment  methodology  that  reflects 
hospitals’  acquisition  costs  for  drugs 
and  biologicals  while  taking  into 
account  relevant  pharmacy  overhead 
and  related  handling  expenses.  We  have 
attempted  to  collect  more  data  on 
hospital  overhead  charges  for  drugs  and 
biologicals  by  making  several  proposals 
that  would  require  hospitals  to  change 
the  way  they  report  the  cost  and  charges 
for  drugs.  None  of  these  proposals  were 
adopted  due  to  significant  stakeholder 
concern,  including  that  hospitals  stated 
that  it  would  be  administratively 
burdensome  to  report  hospital  overhead 
charges.  We  established  a  payment 
policy  for  separately  payable  drugs  and 
biologicals,  authorized  by  section 
1833(t)(14)(A)(iii)(I)  of  the  Act,  based  on 
an  ASP+X  amount  that  is  calculated  by 
comparing  the  estimated  aggregate  cost 
of  separately  payable  drugs  and 
biologicals  in  our  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
separately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 
average  acquisition  cost  (70  FR  68642). 
As  we  previously  stated,  we  refer  to  this 


methodology  as  our  standard  drug 
payment  methodology. 

In  CY  2010,  taking  into  consideration 
comments  made  by  the  pharmacy 
stakeholders  and  acknowledging  the 
limitations  of  the  reported  data  due  to 
charge  compression  and  hospitals’ 
reporting  practices,  we  added  an 
“overhead  adjustment”  (an  internal 
adjustment  of  the  data)  by  redistributing 
cost  from  coded  and  uncoded  packaged 
drugs  and  biologicals  to  separately 
payable  drugs  in  order  to  provide  more 
appropriate  payments  for  drugs  and 
biologicals  in  the  HOPD.  We  continued 
this  overhead  adjustment  methodology 
through  CY  2012,  and  further  refined 
our  overhead  adjustment  methodology 
by  finalizing  a  policy  to  update  the 
redistribution  amount  for  inflation  and 
keep  the  redistribution  ratio  constant 
between  the  proposed  rule  and  the  final 
rule. 

Application  of  the  standard  drug 
payment  methodology,  with  the 
overhead  adjustment,  has  always 
yielded  a  finalized  payment  rate  in  the 
range  of  ASP+4  percent  to  ASP+6 
percent  for  nonpass-through  separately 
payable  drugs.  We  believe  that  the 
historic  ASP+4  to  ASP+6  percentage 
range  is  an  appropriate  payment  rate  for 
separately  payable  drugs  and  biologicals 
administered  within  the  HOPD, 
including  acquisition  and  pharmacy 
overhead  and  related  expenses. 

However,  because  of  continuing 
uncertainty  about  the  full  cost  of 
pharmacy  overhead  and  acquisition 
cost,  based  in  large  part  on  the 
limitations  of  the  submitted  hospital 
charge  and  claims  data  for  drugs,  we  are 
concerned  that  the  continued  use  of  our 
current  standard  drug  payment 
methodology  (including  the  overhead 
adjustment)  still  may  not  appropriately 
account  for  average  acquisition  and 
pharmacy  overhead  cost  and,  therefore, 
may  result  in  payment  rates  that  are  not 
as  predictable,  accurate,  or  appropriate 
as  they  could  be. 

Section  1833(t)(14)(A)(iii)(II)  of  the 
Act  requires  an  alternative  methodology 
for  determining  payment  rates  for 
SCODs  wherein,  if  hospital  acquisition 
cost  data  are  not  available,  payment 
shall  be  equal  (subject  to  any  adjustment 
for  overhead  costs)  to  payment  rates 
established  under  the  methodology 
described  in  section  1842(o),  section 
1847A,  or  section  1847B  of  the  Act,  as 
calculated  and  adjusted  by  the  Secretary 
as  necessary.  Considering  stakeholder 
and  provider  feedback,  continued 
limitations  of  the  hospital  claims  and 
cost  data  on  drugs  and  biologicals,  and 
Panel  recommendations,  we  are 
proposing  for  CY  2013  to  pay  for 
separately  payable  drugs  and  biologicals 


at  ASP+6  percent  based  on  section  1833 
(t)(14)(A)(iii)(II)  of  the  Act,  hereinafter 
referred  to  as  the  statutory  default. 

As  noted  above,  section 
1833(t)(14)(A)(iii)(II)  of  the  Act 
authorizes  the  Secretary  to  calculate  and 
adjust,  as  necessary,  the  average  price 
for  a  drug  in  the  year  established  under 
section  1842(o),  1847A,  or  1847B  of  the 
Act,  as  the  case  may  be,  in  determining 
payment  for  SCODs.  Pursuant  to 
sections  1842(o)  and  1847A  of  the  Act, 
physician  Part  B  drugs  are  paid  at 
ASP+6  percent.  We  believe  that 
proposing  the  statutory  default  of 
ASP+6  percent  is  appropriate  at  this 
time  as  it  yields  increased  predictability 
in  payment  for  separately  payable  drugs 
and  biologicals  under  the  OPPS.  We 
believe  that  ASP+6  percent  is  an 
appropriate  payment  amount  because  it 
is  consistent  with  payment  amounts 
yielded  by  our  drug  payment 
methodologies'over  the  past  7  years.  We 
are  proposing  that  the  ASP+6  percent 
payment  amount  for  separately  payable 
drugs  and  biologicals  requires  no  further 
adjustment,  and  represents  the 
combined  acquisition  and  pharmacy 
overhead  payment  for  drugs  and 
biologicals  for  CY  2013. 

Our  goals  continue  to  be  to  develop  a 
method  that  accurately  and  predictably 
estimates  acquisition  and  overhead 
costs  for  separately  payable  drugs  and 
biologicals  in  order  to  pay  for  them 
appropriately.  If  a  better  payment 
methodology  is  developed  in  the  future, 
then  the  proposed  policy  to  pay  ASP+6 
according  to  the  statutory  default  would 
be  an  interim  step  in  the  development 
of  this  payment  policy.  We  recognize 
the  challenges  in  doing  so  given  current 
data  sources  and  the  objective  of 
maintaining  the  smallest  administrative 
burden  possible. 

We  are  proposing  that  payments  for 
separately  payable  drugs  and  biologicals 
are  included  in  the  budget  neutrality 
adjustments,  under  the  requirements  in 
section  1833(t)(9)(B)  of  the  Act,  and  that 
the  budget  neutral  weight  scaler  is  not 
applied  in  determining  payments  for 
these  separately  paid  drugs  and 
biologicals. 

At  the  February  2012  Panel  meeting, 
the  Panel  made  four  recommendations 
on  drugs  and  biologicals  paid  under  the 
OPPS.  First,  the  Panel  recommended 
that  CMS  require  hospitals  to  bill  all 
drugs  that  are  described  by  Healthcare 
Common  Procedure  Coding  System  - 
(HCPCS)  codes  under  revenue  code 
0636.  While  we  agree  that  drugs  and 
biologicals  may  be  reported  under 
revenue  code  0636,  we  believe  that 
drugs  and  biologicals  may  also  be 
appropriately  reported  in  revenue  code 
categories  other  than  revenue  code 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


45141 


0636,  including  but  not  limited  to, 
revenue  codes  025x  and  062x.  As  we 
stated  in  the  CY  2011  OPPS/ASC  final 
rule  with  comment  period  (75  FR 
71966),  we  recognize  that  hospitals  may 
carry  the  costs  of  drugs  and  biologicals 
in  multiple  cost  centers  and  that  it  may 
not  be  appropriate  to  report  the  cost  of 
all  drugs  and  biologicals  in  one 
specified  revenue  code.  Additionally, 
we  generally  require  hospitals  to  follow 
National  Uniform  Billing  Committee 
(NUBC)  guidance  for  the  choice  of  an 
appropriate  revenue  code  that  is  also 
appropriate  for  the  hospital’s  internal 
accounting  processes.  Therefore,  we  are 
not  accepting  the  Panel’s 
recommendation  to  require  hospitals  to 
bill  all  drugs  that  are  described  by 
HCPCS  codes  under  revenue  code  0636. 
However,  we  continue  to  believe  that 
OPPS  ratesetting  is  most  accurate  when 
hospitals  report  charges  for  all  items 
and  services  that  have  HCPCS  codes 
using  those  HCPCS  codes,  regardless  of 
whether  payment  for  the  items  and 
services  is  packaged.  It  is  our  standard 
ratesetting  methodology  to  rely  on 
hospital  cost  report  and  charge 
information  as  it  is  reported  to  us 
through  the  claims  data.  We  continue  to 
believe  that  more  complete  data  from 
hospitals  identifying  the  specific  drugs 
that  were  provided  during  an  episode  of 
care  may  improve  payment  accuracy  for 
drugs  in  the  future.  Therefore,  we 
continue  to  encourage  hospitals  to 
change  their  reporting  practices  if  they 
are  not  already  reporting  HCPCS  codes 
for  all  drugs  and  biologicals  furnished, 
whether  specific  HCPCS  codes  are 
available  for  those  drugs  and 
biologicals. 

Second,  the  Panel  recommended  that 
CMS  exclude  data  from  hospitals  that 
participate  in  the  340B  program  from  its 
ratesetting  calculations  for  drugs.  Under 
the  proposed  statutory  default  payment 
rate  of  ASP+6  percent,  hospitals’  340B 
status  does  not  affect  the  drug  payment 
rate. 

Third,  the  Panel  recommended  that 
CMS  freeze  the  packaging  threshold  at 
$75  until  the  drug  payment  issue  is 
more  equitably  addressed.  The  OPPS  is 
based  on  the  concept  of  payment  for 
groups  of  services  that  share  clinical 
and  resource  characteristics.  We  believe 
that  the  packaging  threshold  is 
reasonable  based  on  the  initial 
establishment  in  law  of  a  $50  threshold 
for  the  CY  2005  OPPS,  that  updating  the 
$50  threshold  is  consistent  with 
industry  and  government  practices,  and 
that  the  PPI  for  Prescription  Drugs  is  an 
appropriate  mechanism  to  gauge  Part  B 
drug  inflation.  Therefore,  we  are  not . 
accepting  the  Panel’s  recommendation 
to  freeze  the  packaging  threshold  at  $75 


until  the  drug  payment  issue  is  more 
equitably  addressed.  Instead,  as 
discussed  in  section  V.B.2.  of  this 
proposed  rule,  we  are  proposing  an 
OPPS  drug  packaging  threshold  for  CY 
2013  of  $80.  However,  we  do  believe 
that  we  have  addressed  the  drug 
payment  issue  by  proposing  to  pay  for 
separately  paid  drugs  and  biologicals  at 
ASP+6  percent  for  CY  2013  based  upon 
the  statutory  default. 

Finally,  the  Panel  recommended  that 
CMS  pay  hospitals  for  separately 
payable  drugs  at  a  rate  of  average  sales 
price  (ASP)  +  6  percent.  This  Panel 
recommendation  is  consistent  with  our 
CY  2013  proposed  payment  rate  based 
upon  the  statutory  default  under  section 
1833(t)(14)(A)(iii)(II)  of  the  Act,  which 
authorizes  us  to  pay  for  drugs  and 
biologicals  under  the  OPPS  at  ASP+6 
percent,  when  hospital  acquisition  cost 
data  are  not  available. 

4.  Proposed  Payment  Policy  for 
Therapeutic  Radiopharmaceuticals 

Beginning  in  CY  2010  and  continuing 
for  CY  2012,  we  established  a  policy  to 
pay  for  separately  paid  therapeutic 
radiopharmaceuticals  under  the  ASP 
methodology  adopted  for  separately 
payable  drugs  and  biologicals.  We  allow 
manufacturers  to  submit  the  ASP  data  in 
a  patient-specific  dose  or  patient-ready 
form  in  order  to  properly  calculate  the 
ASP  amount  for  a  given  HCPCS  code.  If 
ASP  information  is  unavailable  for  a 
therapeutic  radiopharmaceutical,  then 
we  base  therapeutic 
radiopharmaceutical  payment  on  mean 
unit  cost  data  derived  from  hospital 
claims.  We  believe  that  the  rationale 
outlined  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  (74  FR 
60524  through  60525)  for  applying  the 
principles  of  separately  payable  drug 
pricing  to  thefapeutic 
radiopharmaceuticals  continues  to  be 
appropriate  for  nonpass-through 
separately  payable  therapeutic 
radiopharmaceuticals  in  CY  2013. 
Therefore,  we  are  proposing  for  CY  2013 
to  pay  all  nonpass-through,  separately 
payable  therapeutic 

radiopharmaceuticals  at  ASP+6  percent, 
based  on  the  statutory  default  described 
in  section  1833(t)(14)(A)(iii)(II)  of  the 
Act.  We  are  proposing  to  continue  to  set 
payment  rates  for  therapeutic 
radiopharmaceuticals  based  on  ASP 
information,  if  available,  for  a  “patient 
ready”  dose  and  updated  on  a  quarterly 
basis  for  products  for  which 
manufacturers  report  ASP  data.  For  a 
full  discussion  of  how  a  “patient  ready” 
dose  is  defined,  we  refer  readers  tolhe 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60520  through 
60521).  We  also  are  proposing  to  rely  on 


CY  2011  mean  unit  cost  data  derived 
from  hospital  claims  data  for  payment 
rates  for  therapeutic 
radiophcirmaceuticals  for  which  ASP 
data  are  unavailable  and  to  update  the 
payment  rates  for  separately  payable 
therapeutic  radiopharmaceuticals, 
according  to  our  usual  process  for 
updating  the  payment  rates  for 
separately  payable  drugs  and 
biologicals,  on  a  quarterly  basis  if 
updated  ASP  information  is  available. 
For  a  complete  history  of  the  OPPS 
payment  policy  for  therapeutic 
radiopharmaceuticals,  we  refer  readers 
to  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65811),  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68655),  and  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60524). 

The  proposed  CY  2013  payment  rates 
for  nonpass-through  separately  payable 
therapeutic  radiopharmaceuticals  are 
included  in  Addenda  A  and  B  to  this 
proposed  rule  (which  are  available  via 
the  Internet  on  the  CMS  Web  site). 

5.  Proposed  Payment  for  Blood  Clotting 
Factors 

For  CY  2012,  we  provided  payment 
for  blood  clotting  factors  under  the  same 
methodology  as  other  nonpass-through 
separately  payable  drugs  and  biologicals 
under  the  OPPS  and  continued  paying 
an  updated  furnishing  fee.  That  is,  for 
CY  2012,  we  provided  payment  for 
blood  clotting  factors  under  the  OPPS  at 
ASP+4  percent,  plus  an  additional 
payment  for  the  furnishing  fee.  We  note 
that  when  blood  clotting  factors  are 
provided  in  physicians’  offices  under 
Medicare  Part  B  and  in  other  Medicare 
settings,  a  furnishing  fee  is  also  applied 
to  the  payment.  The  CY  2012  updated 
furnishing  fee  is  $0,181  per  unit. 

For  CY  2013,  we  are  proposing  to  pay 
for  blood  clotting  factors  at  ASP+6 
percent,  consistent  with  our  proposed 
payment  policy  for  other  nonpass¬ 
through  separately  payable  drugs  and 
biologicals,  and  to  continue  our  policy 
for  payment  of  the  furnishing  fee  using 
an  updated  amount.  Our  policy  to  pay 
for  a  furnishing  fee  for  blood  clotting 
factors  under  the  OPPS  is  consistent 
with  the  methodology  applied  in  the 
physician  office  and  inpatient  hospital 
setting,  and  first  articulated  in  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68661)  and  later 
discussed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66765).  The  proposed  furnishing  fee 
•update  is  based  on  the  percentage 
increase  in  the  Consumer  Price  Index 
(CPI)  for  medical  care  for  the  12-month 
period  ending  with  June  of  the  previous 
year.  Because  the  Bureau  of  Labor 
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Statistics  releases  the  applicable  CPI 
data  after  the  MPFS  and  OPPS/ASC 
proposed  rules  are  published,  we  are 
not  able  to  include  the  actual  updated 
furnishing  fee  in  the  proposed  rules. 
Therefore,  in  accordance  with  our 
policy,  as  finalized  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66765),  we  are  proposing 
to  announce  the  actual  figure  for  the 
percent  change  in  the  applicable  CPI 
and  the  updated  furnishing  fee 
calculated  based  on  that  figure  through 
applicable  program  instructions  and 
posting  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Part-B-Drugs/ 
McrPartBDru^vgSalesPrice/ 
index.html. 

6.  Proposed  Payment  for  Nonpass- 
Through  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  HCPCS 
Codes  but  Without  OPPS  Hospital 
Claims  Data 

The  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003  (Pub.  L.  108-173)  did  not  address 
the  OPPS  payment  in  CY  2005  and  after 
for  drugs,  biologicals,  and 
radiopharmaceuticals  that  have  assigned 
HCPCS  codes,  but  that  do  not  have  a 
reference  AWP  or  approval  for  payment 
as  pass-through  drugs  or  biologicals. 
Because  there  is  no  statutory  provision 
that  dictated  payment  for  such  drugs, 
biologicals,  and  radiopharmaceuticals  in 
CY  2005,  and  because  we  had  no 
hospital  claims  data  to  use  in 
establishing  a  payment  rate  for  them,  we 
investigated  several  payment  options  for 
CY  2005  and  discussed  them  in  detail 
in  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65797  through 
65799). 

For  CYs  2005  to  2007,  we 
implemented  a  policy  to  provide 
separate  payment  for  new  drugs, 
biologicals,  and  radiopharmaeeuticals 
with  HCPCS  codes  (specifically  those 
new  drug,  biological,  and 
radiopharmaceutical  HCPCS  codes  in 
each  of  those  calendar  years  that  did  not 
crosswalk  to  predecessor  HCPCS  codes) 
hut  which  did  not  have  pass-through 
status,  at  a  rate  that  was  equivalent  to 
the  payment  they  received  in  the 
physician’s  office  setting,  established  in 
accordance  with  the  ASP  methodology 
for  drugs  and  biologicals,  and  based  on 
charges  adjusted  to  cost  for 
radiopharmaceuticals.  For  CYs  2008  and 
2009,  we  finalized  a  policy  to  provide 
payment  for  new  drugs  (excluding 
contrast  agents  and  diagnostic 
radiopharmaeeuticals)  and  biologicals 
(excluding  implantable  biologicals  for 
CY  2009)  with  HCPCS  codes,  but  which 
did  not  have  pass-through  status  and 


were  without  OPPS  hospital  claims 
data,  at  ASP+5  percent  and  ASP-i-4 
percent,  respectively,  consistent  with 
the  final  OPPS  payment  methodology 
for  other  separately  payable  drugs  and 
biologicals.  New  therapeutic 
radiopharmaeeuticals  were  paid  at 
charges  adjusted  to  cost  based  on  the 
statutory  requirement  for  CY  2008  and 
CY  2009  and  payment  for  new 
diagnostic  radiopharmaeeuticals  was 
packaged  in  both  years. 

For  CY  2010,  we  continued  to  provide 
payment  for  new  drugs  (excluding 
contrast  agents)  and  nonimplantable 
biologicals  with  HCPCS  codes  that  do 
not  have  pass-through  status  and  are 
without  OPPS  hospital  claims  data  at 
ASP+4  percent,  consistent  with  the  CY 
2010  payment  methodology  for  other 
separately  payable  nonpass-through 
drugs  and  nonimplantable  biologicals. 

We  also  finalized  a  policy  to  extend  the 
CY  2009  payment  methodology  to  new 
therapeutic  radiopharmaceutical  HCPCS 
codes,  consistent  with  our  final  policy 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  (74  FR  60581 
through  60526),  providing  separate 
payment  for  therapeutic 
radiopharmaeeuticals  that  do  not 
crosswalk  to  CY  2009  HCPCS  codes,  do 
not  have  pass-through  status,  and  are 
without  OPPS  hospital  claims  data  at 
ASP+4  percent.  This  policy  \vas 
continued  in  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
71970  through  71973),  paying  for  new 
drugs,  nonimplantable  biologicals,  and 
radiopharmaeeuticals  that  do  not 
crosswalk  to  CY  2010  HCPCS  codes,  do 
not  have  pass-through  status,  and  are 
without  OPPS  hospital  claims  data  at 
ASP+5  percent  and  the  CY  2012  OPPS/ 
ASC  final  rule  with  cpmment  period  at 
ASP+4  percent  (76  FR  74330  through 
74332). 

For  CY  2013,  we  are  proposing  to 
provide  payment  for  new  CY  2013  drugs 
(excluding  contrast  agents  and 
diagnostic  radiopharmaeeuticals), 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaeeuticals,  at 
ASP+6  percent,  consistent  with  the 
proposed  CY  2013  payment 
methodology  for  other  separately 
payable  nonpass-through  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaeeuticals  to  pay 
at  ASP+6  percent  based  on  the  statutory 
default.  We  believe  this  proposed  policy 
would  ensure  that  new  nonpass-through 
drugs,  nonimplantable  biologicals  and 
■  therapeutic  radiopharmaeeuticals  would 
be  treated  like  other  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaeeuticals  under 
the  OPPS. 


We  also  are  proposing  to  continue  to 
package  payment  for  all  new  nonpass¬ 
through  diagnostic 
radiopharmaeeuticals  and  contrast 
agents  with  HCPCS  codes  but  without 
claims  data  (those  new  CY  2013 
diagnostic  radiopharmaeeuticals, 
contrast  agents,  and  implantable 
biological  HCPCS  codes  that  do  not 
crosswalk  to  predecessor  HCPCS  codes). 
This  is  consistent  with  the  proposed 
policy  packaging  all  existing  nonpass¬ 
through  diagnostic 
radiopharmaeeuticals  and  contrast 
agents,  as  discussed  in  more  detail  in 
section  II.A.3.d.  of  this  proposed  rule. 

In  accordance  with  the  OPPS  ASP 
methodology,  in  the  absence  of  ASP 
data,  for  CY  2013,  we  are  proposing  to 
continue  the  policy  we  implemented 
beginning  in  CY  2005  of  using  the  WAC 
for  the  product  to  establish  the  initial 
payment  rate  for  new  nonpass-through 
drugs  and  biologicals  with  HCPCS 
codes,  but  which  are  without  OPPS 
claims  data  and  are  not  diagnostic 
radiopharmaeeuticals  and  contrast 
agents.  However,  we  noted  that  if  the 
WAC  is  also  unavailable,  we  would 
make  payment  at  95  percent  of  the 
product’s  most  recent  AWP.  We  also  are 
proposing  to  assign  status  indicator  “K” 
(for  separately  paid  nonpass-through^ 
drugs  and  nonimplantable  biologicals, 
including  therapeutic 
radiophatmaceuticals)  to  HCPCS  codes 
for  new  drugs  and  nonimplantable 
biologicals  without  OPPS  claims  data 
and  for  which  we  have  not  granted  pass¬ 
through  status.  With  respect  to  new, 
nonpass-through  drugs,  nonimplantable  - 
biologicals,  and  therapeutic 
radiopharmaeeuticals  for  which  we  do 
not  have  ASP  data,  we  are  proposing 
that  once  their  ASP  data  become 
available  in  later  quarterly  submissions, 
their  payment  rates  under  the  OPPS 
would  be  adjusted  so  that  the  rates 
would  be  based  on  the  ASP 
methodology  and  set  to  the  finalized 
ASP-based  amount  (proposed  for  CY 
2013  at  ASP+6  percent)  for  items  that 
have  not  been  granted  pass-through 
status.  This  proposed  policy,  which 
utilizes  the  ASP  methodology  that 
requires  us  to  use  WAC  data  when  ASP 
data  are  unavailable  and  95  percent  of 
AWP  when  WAC  and  ASP  data  are 
unavailable,  for  new  nonpass-through 
-drugs  and  biologicals  with  an  ASP,  is 
consistent  with  prior  years’  policies  for 
these  items,  and  would  ensure  that  new 
nonpass-through  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaeeuticals  would  be  treated 
like  other  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaeeuticals  under  the  OPPS, 
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unless  they  are  granted  pass-through 
status. 

Similarly,  we  are  proposing  to 
continue  to  base  the  initial  payment  for 
new  therapeutic  radiopharmaceuticals 
with  HCPCS  codes,  but  which  do  not 
have  pass-through  status  and  are 
without  claims  data,  on  the  WACs  for 
these  products  if  ASP  data  for  these 
therapeutic  radiopharmaceuticals  are 
not  available.  If  the  WACs  are  also 
unavailable,  we  are  proposing  to  make 
payment  for  new  therapeutic 
radiopharmaceuticals  at  95  percent  of 
the  products’  most  recent  AWP  because 
we  would  not  have  mean  costs  from 
hospital  claims  data  upon  which  to  base 
payment.  As  we  are  proposing  with  new 
drugs  and  biologicals,  we  are  proposing 
to  continue  our  policy  of  assigning 
status  indicator  “K”  to  HCPCS  codes  for 
new  therapeutic  radiopharmaceuticals 
without  OPPS  claims  data  for  which  we 
have  not  granted  pass-through  status. 

Consistent  with  other  ASP-based 
payment,  for  CY  2013  we  are  proposing 
to  announce  any  changes  to  the 
payment  amounts  for  new  drugs  and 
biologicals  in  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period  and  also 
on  a  quarterly  basis  on  the  CMS  Web 
site  during  CY  2013  if  later  quarter  ASP 
submissions  (or  more  recent  WACs  or 
AWPs)  indicate  that  changes  to  the 
payment  rates  for  these  drugs  and 
biologicals  are  necessary.  The  payment 
rates  for  new  therapeutic 
radiopharmaceuticals  would  also  be 
changed  accordingly  based  on  later 


quarter  ASP  submissions.  We  note  that 
the  new  CY  2013  HCPCS  codes  for 
drugs, .biologicals  and  therapeutic 
radiopharmaceuticals  are  not  available 
at  the  time  of  development  of  this 
proposed  rule.  However,  these  agents 
will  be  included  in  Addendum  B  to  the 
CY  2013  OPPS/ASC  final  rule  with 
comment  period  (which  will  be 
available  via  the  Internet  on  the  CMS 
Web  site),  where  they  will  be  assigned 
comment  indicator  “NI.”  This  comment 
indicator  reflects  that  their  interim  final 
OPPS  treatment  is  open  to  public 
comment  in  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period. 

There  are  several  nonpass-through 
drugs  and  biologicals  that  were  payable 
in  CY  2011  and/or  CY  2012  for  which 
we  did  not  have  CY  2011  hospital 
claims  data  available  for  this  proposed 
rule  and  for  which  there  are  no  other 
HCPCS  codes  that  describe  different 
doses  of  the  same  drug,  but  which  have 
pricing  information  available  for  the 
ASP  methodology.  We  note  that  there 
are  currently  no  therapeutic 
radiopharmaceuticals  in  this  category. 

In  order  to  determine  the  packaging 
status  of  these  products  for  CY  2013,  we 
calculated  an  estimate  of  the  per  day 
cost  of  each  of  these  items  by 
multiplying  the  payment  rate  of  each 
product  based  on  ASP+6  percent, 
similar  to  other  nonpass-through  drugs 
and  biologicals  paid  separately  under 
the  OPPS,  by  an  estimated  average 
number  of  units  of  each  product  that 
would  typically  be  furnished  to  a 


patient  during  one  day  in  the  hospital 
outpatient  setting.  This  rationale  was 
first  adopted  in  the  CY  2006  OPPS/ASC 
final  rule  with  comment  period  (70  FR 
68666  and  68667). 

We  are  proposing  to  package  items  for 
which  we  estimated  the  per  day 
administration  cost  to  be  less  than  or 
equal  to  $80,  which  is  the  general 
packaging  threshold  that  we  are 
proposing  for  drugs,  nonimplantable 
biologicals,  and  therapeutic 
radiopharmaceuticals  in  CY  2013.  We 
are  proposing  to  pay  separately  for  items 
with  an  estimated  per  day  cost  greater 
than  $80  (with  the  exception  of 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  which  we  are  proposing 
to  continue  to  package  regardless  of  cost 
as  discussed  in  more  detail  in  section 
II.A.3.d.  of  this  proposed  rule)  in  CY 
2013.  We  are  proposing  that  the  CY 
2013  payment  for  separately  payable 
items  without  CY  2011  claims  data 
would  be  ASP+6  percent,  similar  to 
payment  for  other  separately  payable 
nonpass-through  drugs  and  biologicals 
under  the  OPPS.  In  accordance  with  the 
ASP  methodology  paid  in  the 
physician’s  office  setting,  in  the  absence 
of  ASP  data,  we  are  proposing  to  use  the 
WAC  for  the  product  to  establish  the 
initial  payment  rate.  However,  we  note 
that  if  the  WAC  is  also  unavailable,  we 
would  make  payment  at  95  percent  of 
the  most  recent  AWP  available. 

The  proposed  estimated  units  per  day 
and  status  indicators  for  these  items  are 
displayed  in  Table  27  below. 


Table  27— Drugs  and  Biologicals  Without  CY  201 1  Claims  Data 


CY2013  - 
HCPCS  code 

CY  2013  long  descriptor 

Estimated  av¬ 
erage  number 
of  units  per 
day 

Proposed 

CY  2013  SI 

Proposed 

CY  2013  APC 

C9367  . 

Skin  substitute,  Endoform  Dermal  Template,  per  square  centimeter . 

55 

K 

9367 

J0630  . 

Injection,  calcitonin  salmon,  up  to  400  units  . 

1.5 

K 

1433 

J2793  . 

Injection,  Rilonacept  . 

320 

K 

1291 

J7196  . 

Injection,  antithrombin  recombinant,  50  lU . 

268 

K 

1332 

J8562  . 

Fludarabine  phosphate,  oral,  10  mg  . 

1 

K 

1339 

J9065  . 

Injection,  cladribine,  per  1  mg  . 

10 

K 

0858 

J9151  . 

Injection,  daunombicin  citrate,  liposomal  formulation,  10  mg  . 

5 

K 

0821 

J0205  . 

Injection,  alglucerase,  per  10  units . 

420 

K  . 

0900 

J2724  . •.. 

Injection,  protein  c  concentrate,  intravenous,  human,  10  iu  . . . 

1540 

K 

1139 

Q0515  . . . 

Injection,  sermorelin  acetate,  1  microgram  . 

70 

K 

3050 

J2513  . 

Injection,  pentastarch,  10%  solution,  100  ml  . . . 

4 

N 

N/A 

J3355  . 

Injection,  urofollitropin,  75  IU . 

2 

K 

1741 

90581  . 

Anthrax  vaccine,  for  subcutaneous  or  intramuscular  use  . 

1 

K 

1422 

J2265  . 

Injection,  minocycline  hydrochloride,  1  mg  . 

300 

K 

1423 

J8650  .  . 

4 

K 

1424 

Finally,  there  were  19  drugs  and 
biologicals,  shown  in  Table  28  below, 
that  were  payable  in  CY  2011,  but  for 
which  we  lacked  CY  2011  claims  data 
and  any  other  pricing  information  for 
the  ASP  methodology  for  this  CY  2013 


OPPS/ASC  proposed  rule.  In  CY  2009, 
for  similar  items  without  CY  2007 
claims  data  and  without  pricing 
information  for  the  ASP  methodology, 
we  stated  that  we  were  unable  to 
determine  their  per  day  cost  and  we 


packaged  these  items  for  the  year, 
assigning  these  items  status  indicator 
“N.” 

For  CY  2010,  we  finalized  a  policy  to 
change  the  status  indicator  for  drugs 
and  biologicals  previously  assigned  a 
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payable  status  indicator  to  status 
indicator  “E”  {Not  paid  by  Medicare 
when  submitted  on  outpatient  claims 
(any  outpatient  bill  type))  whenever  we 
lacked  claims  data  and  pricing 
information  and  were  unable  to 
determine  the  per  day  cost.  In  addition, 
we  noted  that  we  would  provide 
separate  payment  for  these  drugs  and 
biologicals  if  pricing  information 
reflecting  recent  sales  became  available 
mid-year  in  CY  2010  for  the  ASP 


methodology.  If  pricing  information 
became  available,  we  would  assign  the 
products  status  indicator  “K”  and  pay 
for  them  separately  for  the  remainder  of 
CY  2010.  We  continued  this  policy  for 
CY  2011  and  CY  2012  (75  FR  71973  and 
76  FR  74334). 

For  CY  2013,  we  are  proposing  to 
continue  to  assign  status  indicator  “E” 
to  drugs  and  biologicals  that  lack  CY 
2011  claims  data  and  pricing 
information  for  the  ASP  methodology. 


All  drugs  and  biologicals  without  CY 
2011  hospital  claims  data  and  data 
based  on  the  ASP  methodology  that  are 
assigned  status  indicator  “E”  on  this 
basis  at  the  time  of  this  proposed  rule 
for  CY  2013  are  displayed  in  Table  28 
below.  If  pricing  information  becomes 
available,  we  are  proposing  to  assign  the 
products  status  indicator  “K”  and  pay 
for  them  separately  for  the  remainder  of 
CY  2013. 


Table  28— Drugs  and  Biologicals  Without  CY  201 1  Claims  Data  and  Without  Pricing  Information  for  the 

ASP  Methodology 


CY2013 

HCPCS 

code 

CY  2013  long  descriptor 

Proposed 
CY  2013  SI 

90296  . 

Diphtheria  antitoxin,  equine,  any  route  . 

E 

90393  . 

Vaccina  immune  globulin,  human,  for  intramuscular  use . 

E 

J3305  . 

Injection,  trimetrexate  glucuronate,  per  25  mg  . . 

E 

90706  . 

Rubella  virus  vaccine,  live,  for  subcutaneous  use . . 

E 

90725  . 

Cholera  vaccine  for  injectable  use . 

E 

90727  . 

Plague  vaccine,  for  intramuscular  use . 

E 

J0190  . 

Injection,  biperiden  lactate,  per  5  mg . 

E 

J1452  . 

Injection,  fomivirsen  sodium,  intraocular,  1 .65  mg . . . 

E 

J1835  . 

Injection,  itraconazole,  50  mg  . 

E 

J2670  . 

Injection,  tolazonline  hcl,  up  to  25  mg  . 

E 

J2940  . 

Injection,  somatrem,  1  mg . 

■E 

J3305  . 

Injection,  trimetrexate  glucuronate,  per  25  mg  . 

E 

J3320  . 

Injection,  spectinomycin  dihydrochloride,  up  to  2  gm  . 

E 

J9165  . 

Injection,  diethylstilbestrol  diphosphate,  250  mg  . 

E 

J9212  . 

Injection,  interferon  alfacon-1,  recombinant,  1  microgram . 

E 

04117  . 

Hyalomatrix,  per  square  centimeter  . 

E 

04120  . 

Matristem  Bum  matrix,  per  square  centimeter . 

E 

04126  . 

Memoderm,  per  square  centimeter . 

E 

04127  . 

Talymed,  per  square  centimeter  . 

E 

VI.  Proposed  Estimate  of  OPPS 
Transitional  Pass-Through  Spending 
for  Drugs,  Biologicals, 
Radiopharmaceuticals,  and  Devices 

A.  Background 

Section  1833(t)(6)(E)  of  the  Act  limits 
the  total  projected  amount  of 
transitional  pass-through  payments  for 
drugs,  biologicals, 

radiopharmaceuticals,  and  categories  of 
devices  for  a  given  year  to  an 
“applicable  percentage,”  currently  not 
to  exceed  2.0  percent  of  total  program 
payments  estimated  to‘be  made  for  all 
covered  services  under  the  hospital 
OPPS  furnished  for  that  year. 

If  we  estimate  before  the  beginning  of 
the  calendar  year  that  the  total  amount 
of  j>ass-through  payments  in  that  year 
would  exceed  the  applicable  percentage, 
section  1833(t)(6)(E)(iii)  of  the  Act 
requires  a  uniform  prospective 
reduction  in  the  amount  of  each  of  the 
transitional  pass-through  payments 
made  in  that  year  to  ensure  that  the 
limit  is  not  exceeded.  We  make  an 
estimate  of  pass-through  spending  to 
determine  not  only  w'hether  payments 
exceed  the  applicable  percentage,  but 


also  to  determine  the  appropriate  pro 
rata  reduction  to  the  conversion  factor 
for  the  projected  level  of  pass-through 
spending  in  the  following  year  in  order 
to  ensure  that  total  estimated  pass¬ 
through  spending  for  the  prospective 
payment  year  is  budget  neutral,  as 
required  by  section  1833(t)(6)(E)  of  the 
Act. 

For  devices,  developing  an  estimate  of 
pass-through  spending  in  CY  2013 
entails  estimating  spending  for  two 
groups  of  items.  The  first  group  of  items 
consists  of  device  categories  that  were 
recently  made  eligible  for  pass-through 
payment  and  that  will  continue  to  be 
eligible  for  pass-through  payment  in  CY 
2013.  The  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66778) 
describes  the  methodology  we  have 
used  in  previous  years  to  develop  the 
pass-through  spending  estimate  for 
known  device  categories  continuing  into 
the  applicable  update  year.  The  second 
group  contains  items  that  we  know  are 
newly  eligible,  or  project  may  be  newly 
eligible,  for  device  pass-through 
payment  in  the  remaining  quarters  of 
CY  2012  or  beginning  in  CY  2013.  The 
sum  of  the  CY  2013  pass-through 


estimates  for  these  two  groups  of  device 
categories  would  equal  the  total  CY 
2013  pass-through  spending  estimate  for 
device  categories  with  pass-through 
status.  We  base  the  device  pass-through 
estimated  payments  for  each  device 
category  on  the  amount  of  payment  as 
established  in  section  1833(t)(6)(D)(ii)  of 
the  Act,  and  as  outlined  in  previous 
rules,  including  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74335  through  74336).  We  note  that, 
beginning  in  CY  2010,  the  pass-through 
evaluation  process  and  pass-through 
payment  for  implantable  biologicals 
newly  approved  for  pass-through 
payment  beginning  on  or  after  January 
1,  2010,  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice),  is  the  device  pass¬ 
through  process  and  payment 
methodology  (74  FR  60476).  As  has 
been  our  past  practice  (76  FR  74335),  we 
include  an  estimate  of  any  implantable 
biologicals  eligible  for  pass-through 
payment  in  our  estimate  of  pass-through 
spending  for  devices. 

For  drugs  and  nonimplantable 
biologicals  eligible  for  pass-through 
payment,  section  1833(t)(6)(D)(i)  of  the 
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Act  establishes  the  pass-through 
payment  amount  as  the  amount  by 
Which  the  amount  authorized  under 
section  1842(o)  of  the  Act  (or,  if  the  drug 
or  biological  is  covered  under  a 
competitive  acquisition  contract  under 
section  1847B  of  the  Act,  an  amount 
determined  by  the  Secretary  equal  to  the 
average  price  for  the  drug  or  biological 
for  all  competitive  acquisition  areas  and 
year  established  under  such  section  as 
calculated  and  adjusted  by  the 
Secretary)  exceeds  the  portion  of  the 
otherwise  applicable  fee  schedule 
amount  that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 
We  note  that  the  Part  B  drug  CAP 
program  has  been  postponed  since  CY 
2009,  and  such  a  program  is  not 
proposed  to  be  reinstated  for  CY  2013. 
Because  we  are  proposing  to  pay  for 
most  nonpass-through  separately 
payable  drugs  and  nonimplantable 
biologicals  under  the  CY  2013  OPPS  at 
ASP+6  percent,  which  represents  the 
otherwise  applicable  fee  schedule 
amount  associated  with  most  pass¬ 
through  drugs  and  nonimplantable 
biologicals,  and  because  we  are 
proposing  to  pay  for  CY  2013  pass¬ 
through  drugs  and  nonimplantable 
biologicals  at  ASP+6  percent,  our 
estimate  of  drug  and  nonimplantable 
biological  pass-through  payment  for  CY 
2013  for  this  group  of  items  would  be 
zero,  as  discussed  below.  Furthermore, 
payment  for  certain  drugs,  specifically 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  without  pass-through 
status,  will  always  be  packaged  into 
payment  for  the  associated  procedures 
because  these  products  will  never  be 
separately  paid.  However,  all  pass¬ 
through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  with  pass-through  status 
approved  prior  to  CY  2013  would  be 
paid  at  ASP+6  percent  like  other  pass¬ 
through  drugs  and  nonimplantable 
biologicals.  Therefore,  our  estimate  of 
pass-through  payment  for  all  diagnostic 
radiopharmaceuticals  and  contrast 
agents  with  pass-through  status 
approved  prior  to  CY  2013  is  not  zero. 

In  section  V.A.4.  of  this  proposed  rule, 
we  discuss  our  proposed  policy  to 
determine  if  the  cost  of  certain  “policy- 
packaged”  drugs,  including  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  are  already  packaged  into  the  , 
existing  APC  structure.  If  we  determine 
that  a  “policy-packaged”  drug  approved 
for  pass-through  payment  resembles 
predecessor  diagnostic 
radiopharmaceuticals  or  contrast  agents 
already  included  in  the  costs  of  the 
APCs  that  would  be  associated  with  the 
drug  receiving  pass-through  payment. 


we  are  proposing  to  offset  the  amount  of 
pass-through  payment  for  diagnostic 
radiopharmaceuticals  or  contrast  agents. 
For  these  drugs,  the  APC  offset  amount 
would  he  the  portion  of  the  APC 
payment  for  the  specific  procedure 
performed  with  the  pass-through 
radiopharmaceuticals  or  contrast  agents, 
which  we  refer  to  as  the  “policy- 
packaged”  drug  APC  offset  amount.  If 
we  determine  that  an  offset  is 
appropriate  for  a  specific  diagnostic 
radiopharmaceutical  or  contrast  agent 
receiving  pass-through  payment,  we  are 
proposing  to  reduce  our  estimate  of 
pass-through  payment  for  these  drugs  by 
this  amount. 

Similar  to  pass-through  estimates  for 
devices,  the  first  group  of  drugs  and 
nonimplantable  biologicals  requiring  a 
pass-through  payment  estimate  consists 
of  those  products  that  were  recently 
made  eligible  for  pass-through  pa5'ment 
for  CY  2012  and  that  will  continue  to  be 
eligible  for  pass-through  payment  in  CY 
2013.  The  second  group  contains  drugs 
and  nonimplantahle  biologicals  that  we 
know  are  newly  eligible,  or  project  will 
be  newly  eligible,  in  the  remaining 
quarters  of  CY  2012  or  beginning  in  CY 
2013.  The  sum  of  the  CY  2013  pass¬ 
through  estimates  for  these  two  groups 
of  drugs  and  nonimplantable  biologicals 
would  equal  the  total  CY  2013  pass¬ 
through  spending  estimate  for  drugs  and 
nonimplantable  biologicals  with  pass¬ 
through  status. 

B.  Proposed  Estimate  of  Pass-Through 
Spending 

We  are  proposing  to  set  the  applicable 
pass-through  payment  percentage  limit 
at  2.0  percent  of  the  total  projected 
OPPS  payments  for  CY  2013,  consistent 
with  section  1833(t)(6)(E){ii){II)  of  the 
Act,  and  our  OPPS  policy  from  CY  2004 
through  CY  2012  (76  FR  74336). 

For  the  first  group  of  devices  for  pass¬ 
through  payment  estimation  purposes, 
there  currently  are  three  device 
categories  eligible  for  pass-through 
payment  for  CY  2013:  C1830  (Powered 
bone  marrow  biopsy  needle):  Cl 840 
(Lens,  intraocular  (telescopic));  and 
Cl  886  (Catheter,  extravasculair  tissue 
ablation,  any  modality  (insertable)).  We 
estimate  that  CY  2013  pass-through 
expenditures  related  to  these  three 
eligible  device  categories  will  be 
approximately  $42  million.  In 
estimating  our  proposed  CY  2013  pass¬ 
through  spending  for  device  categories 
in  the  second  group  we  include:  Device 
categories  that  we  know  at  the  time  of 
the  development  of  this  proposed  rule 
would  be  newly  eligible  for  pass¬ 
through  payment  in  CY  2013  (of  which 
there  are  none);  additional  device 
categories  that  we  estiifiate  could  be 


approved  for  pass-through  status 
subsequent  to  the  development  of  this 
proposed  rule  and  before  January  1 , 

2013;  and  contingent  projections  for 
new  device  categories  established  in  the 
second  through  fourth  quarters  of  CY 
2013.  We  are  proposing  to  use  the 
general  methodology  described  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66778),  while 
also  taking  into  account  recent  OPPS 
experience  In  approving  new  pass¬ 
through  device  categories.  For  this 
proposed  rule,  the  estimate  of  CY  2013 
pass-through  spending  for  this  second 
group  of  device  categories  is  $10 
million.  Using  our  established 
methodology,  we  are  proposing  that  the 
total  estimated  pass-through  spending 
for  device  categories  for  CY  2013 
(spending  for  the  first  group  of  device 
categories  ($42  million)  plus  spending 
for  the  second  group  of  device 
categories  ($10  million))  be  $52  million. 

To  estimate  proposed  CY  2013  pass¬ 
through  spending  for  drugs  and 
nonimplantable  biologicals  in  the  first 
group,  specifically  those  drugs 
(including  radiopharmaceuticals  and 
contrast  agents)  and  nonimplantable 
biologicals  recently  made  eligible  for 
pass-through  payment  and  continuing 
on  pass-through  status  for  CY  2013,  we 
are  proposing  to  utilize  the  most  recent 
Medicare  physician’s  office  data 
regarding  their  utilization,  information 
provided  in  the  respective  pass-through 
applications,  historical  hospital  claims 
data,  pharmaceutical  industry 
information,  and  clinical  information 
regarding  those  drugs  or  nonimplantable 
biologicals,  to  project  the  CY  2013  OPPS 
utilization  of  the  products. 

For  the  known  drugs  and 
nonimplantahle  biologicals  (excluding 
diagnostic  radiopharmaceuticals  and 
contrast  agents)  that  would  be 
continuing  on  pass-through  status  in  CY 
2013,  we  estimate  the  proposed  pass¬ 
through  payment  amount  as  the 
difference  between  ASP+6  percent  and  . 
the  proposed  payment  rate  for  nonpass¬ 
through  drugs  and  nonimplantahle 
biologicals  that  would  be  separately 
paid  at  ASP+6  percent,  which  is  zero  for 
this  group  of  drugs.  Because  payment 
for  a  diagnostic  radiopharmaceutical  or 
contrast  agent  would  be  packaged  if  the 
product  were  not  paid  separately  due  to 
its  pass-through  status,  we  are 
proposing  to  include  in  the  proposed 
CY  2013  pass-through  estimate  the 
difference  between  payment  for  the  drug 
or  biological  at  ASP+6  percent  (or 
WAC+6  percent,  or  95  percent  of  AWP, 
if  ASP  or  WAC  information  is  not 
available)  and  the  “policy-packaged” 
drug  APC  offset  amount,  if  we  have 
determined  that  the  diagnostic 
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radiopharmaceutical  or  contrast  agent 
approved  for  pass-lhrough  payment 
resembles  predecessor  diagnostic 
radiopharmaceuticals  or  contrast  agents 
already  included  in  the  costs  of  the 
APCs  that  would  be  associated  with  the 
drug  receiving  pass-through  payment. 
For  this  CY  2013  proposed  rule,  we  are 
proposing  to  continue  to  use  the  above 
described  methodology  to  calculate  a 
proposed  spending  estimate  for  this  first 
group  of  drugs  and  nonimplantable 
biologicals  to  be  approximately  $13 
million. 

To  estimate  proposed  CY  2013  pass¬ 
through  spending  for  drugs  and 
nonimplantable  biologicals  in  the 
second  group  (that  is,  drugs  and 
nonimplantable  biologicals  that  we 
know  at  the  time  of  development  of  this 
proposed  rule  would  be  newly  eligible 
for  pass-through  payment  in  CY  2013, 
additional  drugs  and  nonimplantable 
biologicals  that  we  estimate  could  be 
approved  for  pass-through  status 
subsequent  to  the  development  of  this 
proposed  rule  and  before  January  1, 
2013,  and  projections  for  new  drugs  and 
nonimplantable  biologicals  that  could 
be  initially  eligible  for  pass-through 
payment  in  the  second  through  fourth 
quarters  of  CY  2013),  we  are  proposing 
to  use  utilization  estimates  firom  pass¬ 
through  applicants,  pharmaceutical 
industry  data,  clinical  information, 
recent  trends  in  the  per  unit  ASPs  of 
hospital  outpatient  drugs,  and  projected 


annual  changes  in  service  volume  and 
intensity  as  our  basis  for  making  the 
proposed  CY  2013  pass-through 
payment  estimate.  We  also  are 
considering  the  most  recent  OPPS 
experience  in  approving  new  pass¬ 
through  drugs  and  nonimplantable 
biologicals.  Using  our  proposed 
methodology  for  estimating  CY  2013 
pass-through  payments  for  this  second 
group  of  drugs,  we  calculated  a 
proposed  spending  estimate  for  this 
second  group  of  drugs  and 
nonimplantable  biologicals  to  be 
approximately  $19  million. 

As  discussed  in  section  V.A.  of  this 
proposed  rule,  radiopharmaceuticals  are 
considered  drugs  for  pass-through 
purposes.  Therefore,  we  include 
radiopharmaceuticals  in  our  proposed 
CY  2013  pass-through  spending 
estimate  for  drugs  and  nonimplantable 
biologicals.  Our  proposed  CY  2013 
estimate  for  total  pass-through  spending 
for  drugs  and  nonimplantable 
biologicals  (spending  for  the  first  group 
of  drugs  and  nonimplantable  biologicals 
($13  million)  plus  spending  for  the 
second  group  of  drugs  and 
nonimplantable  biologicals  ($19 
million))  equals  $32  million. 

In  summary,  in  accordance  with  the 
methodology  described  above  in  this 
section,  for  this  proposed  rule,  we 
estimate  that  total  pass-through 
spending  for  the  device  categories  and 
the  drugs  and  nonimplahtable 


biologicals  that  are  continuing  to  receive 
pass-through  payment  in  CY  2013  and 
those  device  categories,  drugs,  and 
biologicals  that  first  become  eligible  for 
pass-through  payment  during  CY  2013 
would  be  approximately  $84  million 
(approximately  $52  million  for  device 
categories  and  approximately  $32 
million  for  drugs  and  nonimplantable 
biologicals),  which  represents  0.18 
percent  of  total  projected  OPPS 
payments  for  CY  2013.  We  estimate  that 
pass-through  spending  in  CY  2013 
would  not  amount  to  2.0  percent  of  total 
projected  OPPS  CY  2013  program 
spending. 

VII.  Proposed  OPPS  Payment  for 
Hospital  Outpatient  Visits 

A.  Background 

Currently  .'hospitals  report  HCPCS 
visit  codes  to  describe  three  types  of 
OPPS  services:  clinic  visits,  emergency 
department  visits,  and  critical  care 
services,  including  trauma  team 
activation.  For  CY  2013,  we  are 
proposing  to  continue  to  recognize  these 
CPT  and  HCPCS  codes  describing  clinic 
visits.  Type  A  and  Type  B  emergency 
department  visits,  and  critical  care 
services,  which  are  listed  below  in 
Table  29,  for  CY  2013.  We  refer  readers 
to  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74338 
through  74346)  for  a  full  discussion  of 
our  longstanding  policy  on  OPPS 
payment  for  hospital  outpatient  visits. 


Table  29— Proposed  HCPCS  Codes  Used  To  Report  Clinic  and  Emergency  Department  Visits  and  Critical 

Care  Services 


CY2013  I 
HCPCS  code  I 


CY  2013  descriptor 


Clinic  Visit  HCPCS  Codes 


99201  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  1). 

99202  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  2). 

99203  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  3). 

99204  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  4). 

99205  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  5). 

99211  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  1). 

99212  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  2). 

99213  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  3). 

99214  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  4). 

99215  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  5). 

Emergency  Department  Visit  HCPCS  Codes 

99281  .  Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  1). 

99282  .  Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  2). 

99283  .  Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  3). 

99284  .  Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  4). 

99285  .  Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  5). 

G0380  .  Type  B  emergency  department  visit  (Level  1). 

G0381  .  Type  B  emergency  department  visit  (Level  2). 

G0382  .  Type  B  emergency  department  visit  (Level  3). 

G0383  .  Type  B  emergency  department  visit  (Level  4). 

G0384  .  Type  B  emergency  department  visit  (Level  5). 
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Table  29 — Proposed  HCPCS  Codes  Used  To  Report  Clinic  and  Emergency  Department  Visits  and  Critical 

Care  Services— Continued 

CY  2013 
HCPCS  code 

CY  2013  descriptor 

Critical  Care  Services  HCPCS  Codes 

99291  . 

99292  . 

G0390  . 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  first  30-74  minutes. 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient:  each  additional  30  minutes. 

T rauma  response  associated  with  hospital  critical  care  service. 

B.  Proposed  Policies  for  Hospital 
Outpatient  Visits 

For  CY  2013,  we  are  proposing  to 
continue  our  longstanding  policies 
related  to  hospital  outpatient  visits, 
which  includes  clinic  visits,  emergency 
department  visits,  and  critical  care 
services.  Specifically,  we  are  proposing 
to  continue  to  recognize  the  definitions 
of  a  new  patient  and  an  established 
patient,  which  are  based  on  whether  the 
patient  has  been  .registered  as  an 
inpatient  or  outpatient  of  the  hospital 
within  the  3  years  prior  to  a  visit.  We 
also  are  proposing  to  continue  to  apply 
our  policy  of  calculating  costs  for  clinic 
visits  under  the  OPPS  using  historical 
hospital  claims  data  through  five  levels 
of  clinic  visit  APCs  (APCs  0604  through 
0608).  In  addition,  we  are  proposing  to 
continue  to  recognize  Type  A 
emergency  departments  and  Type  B 
emergency  departments  for  payment 
purposes  under  the  OPPS,  and  to  pay 
for  Type  A  emergency  department  visits 
based  on  their  costs  through  the  five 
levels  of  Type  A  emergency  department 
APCs  (APCs  0609  and  0613  through 
0616)  and  to  pay  for  Type  B  emergency 
department  visits  based  on  their  costs 
through  the  five  levels  of  Type  B 
emergency  department  APCs  (APCs 
0626  through  0630).  We  refer  readers  to 
Addendum  B  to  this  proposed  rule 
(which  is  available  via  the  Internet  on 
the  CMS  Web  site)  for  the  proposed  APC 
assignments  and  payment  rates  for  these 
hospital  outpatient  visits.  Finally,  we 
are  continuing  to  instruct  hospitals  to 
report  facility  resources  for  clinic  and 
emergency  department  hospital 
outpatient  visits  using  the  CPT  E/M 
codes  and  to  develop  internal  hospital 
guidelines  for  reporting  the  appropriate 
visit  level.  We  note  that  our  continued 
expectation  is  that  hospitals’  internal 
guidelines  will  comport  with  the 
principles  listed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66805),  We  encourage  hospitals  with 
specific  questions  related  to  the  creation 
of  internal  guidelines  to  contact  their 
servicing  fiscal  intermediary  or  MAC. 
We  refer  readers  to  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 


FR  74338  through  74346)  for  a  full 
historical  discussion  of  these 
longstanding  policies. 

We  also  are  proposing  to  continue  the 
methodology  established  in  the  CY  2011 
OPPS/ ASC  final  rule  with  comment 
period  for  calculating  a  payment  rate  for 
critical  care  services  that  includes 
packaged  payment  of  ancillary  services. 
For  CY  2010  and  in  prior  years,  the 
AMA  CPT  Editorial  Panel  defined 
critical  care  CPT  codes  99291  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-74  minutes)  and  99292  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
each  additional  30  minutes  (List 
separately  in  addition  to  code  for 
primary  service))  to  include  a  wide 
range  of  ancillary  services  such  as 
electrocardiograms,  chest  X-rays  and 
pulse  oximetry.  As  we  have  stated  in 
manual  instruction,  we  expect  hospitals 
to  report  in  accordance  with  CPT 
guidance  unless  we  instruct  otherwise. 
For  critical  care  in  particular,  we 
instructed  hospitals  that  any  services 
that  the  CPT  Editorial  Panel  indicates 
are  included  in  the  reporting  of  CPT 
code  99291  (including  those  services 
that  would  otherwise  be  reported  by  and 
paid  to  hospitals  using  any  of  the  CPT 
codes  specified  by  the  CPT  Editorial 
Panel)  should  not  be  billed  separately. 
Instead,  hospitals  were  instructed  to 
report  charges  for  any  services  provided 
as  part  of  the  critical  care  services.  In 
establishing  payment  rates  for  critical 
care  services,  and  other  services,  CMS 
packages  the  costs  of  certain  items  and 
services  separately  reported  by  HCPCS 
codes  into  payment  for  critical  care 
services  and  other  services,  according  to 
the  standard  OPPS  methodology  for 
packaging  costs  (Medicare  Claims 
Processing  Manual,  Pub.  100-04, 
Chapter  4,  Section  160.1). 

For  CY  2011,  the  AMA  CPT  Editorial 
Panel  revised  its  guidance  for  the 
critical  care  codes  to  specifically  state 
that,  for  hospital  reporting  purposes, 
critical  care  codes  do  not  include  the 
specified  ancillary  services.  Beginning 
in  CY  2011,  hospitals  that  report  in 
accordance  with  the  CPT  guidelines 


should  report  all  of  the  ancillary 
services  and  their  associated  charges 
separately  when  they  are  provided  in 
conjunction  with  critical  care.  Because 
the  CY  2011  payment  rate  for  critical 
care  services  was  based  on  hospital 
claims  data  from  CY  2009,  during  which 
time  hospitals  would  have  reported 
charges  for  any  ancillary  services 
provided  as  part  of  the  critical  care 
services,  we  stated  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  that  we  believed  it  was 
inappropriate  to  pay  separately  in  CY 
2011  for  the  ancillary  services  that 
hospitals  may  now  report  in  addition  to 
critical  care  services  (75  FR  71988). 
Therefore,  for  CY  2011,  we  continued  to 
recognize  the  existing  CPT  codes  for 
critical  care  services  and  established  a 
payment  rate  based  on  historical  data, 
into  which  the  cost  of  the  ancillary 
services  was  intrinsically  packaged.  We 
also  implemented  claims  processing 
edits  that  conditionally  package 
payment  for  the  ancillary  services  that 
are  reported  on  the  same  date  of  service 
as  critical  care  services  in  order  to  avoid 
overpayment.  We  noted  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  that  the  payment  status  of  the 
ancillary  services  would  not  change 
when  they  are  not  provided  in 
conjunction  with  critical  care  services. 
We  assigned  status  indicator  “Q3” 
(Codes  That  May  Be  Paid  Through  a 
Composite  APC)  to  the  ancillary 
services  to  indicate  that  payment  for 
these  services  is  packaged  into  a  single 
payment  for  specific  combinations  of 
services  and  made  through  a  separate 
APC  payment  or  packaged  in  all  other 
circumstances,  in  accordance  with  the 
OPPS  payment  status  indicated  for 
status  indicator  “Q3”  in  Addendum  Dl 
to  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period.  The  ancillary 
services  that  were  included  in  the 
definition  of  critical  care  prior  to  CY 
2011  and  that  are  conditionally 
packaged  into  the  payment  for  critical 
care  services  when  provided  on  the 
same  date  of  service  as  critical  care 
services  for  CY  2011  were  listed  in 
Addendum  M  to  that  final  rule  with 
comment  period. 
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Because  the  CY  2012  costs  for  critical 
care  services  were  based  upon  CY  2010 
claims  data,  which  reflect  the  CPT 
billing  guidance  that  was  in  effect  prior 
to  CY  2011,  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74343  through  74344),  we  continued  the 
methodology  established  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  of  calculating  a  payment  rate  for 
critical  care  services  based  on  our 
historical  claims  data,  into  which  the 
cost  of  the  ancillary  services  is 
intrinsically  packaged  for  CY  2012.  We 
also  continued  to  implement  claims 
processing  edits  that  conditionally 
package  payment  for  the  ancillary' 
services  that  are  reported  on  the  same 
date  of  service  as  critical  care  services 
in  order  to  avoid  overpayment. 

As  discussed  in  section  II.A.2.f.  of  this 
proposed  rule,  we  are  proposing  to 
establish  the  CY  2013  relative  payment 
weights  upon  which  OPPS.  payment  is 
based  using  geometric  mean  costs.  The 
CY  2011  hospital  claims  data  on  which 
the  proposed  CY  2013  payment  rates  are 
based  reflect  the  first  year  of  claims 
billed  under  the  revised  CPT  guidance 
to  allow  the  reporting  of  all  the  ancillary 
services  and  their  associated  charges 
separately  when  they  are  provided  in 
conjunction  with  critical  care.  Because 
our  proposal  to  establish  relative 
payment  weights  based  on  geometric 
mean. cost  data  for  CY  2013  represents 
a  change  firom  our  historical  practice  to, 
base  payment  rates  on  median  costs  and 
because  we  now  have  hospital  claims 
data  for  the  first  time  reflecting  the 
revised  coding  guidance  for  critical  care, 
we  reviewed  the  CY  2011  hospital 
claims  data  available  for  this  proposed 
rule  and  determined  that  the  data  show 
increases  in  both  the  mean  and  median 
line  item  costs  £is  well  as  the  mean  and 
median  line  item  charges  for  CPT  code 
99291,  when  compared  to  CY  2010 
hospital  claims  data.  Specifically,  the 
mean  and  median  line  item  costs 
increased  13  percent  and  16  percent, 
respectively,  and  the  mean  and  median 
line  item  charges  increased  11  percent 
and  14  percent,  respectively. 
Additionally,  when  compared  to  CY 
2010  hospital  claims  data,  CY  2011 
hospital  claims  data  show  no  substantial 
change  in  the  ancillary  services  that  are 
present  on  the  same  claims  as  critical 
care  ser\'ices,  and  also  show  continued 
low  volumes  of  many  ancillary  services. 
Had  the  majority  of  hospitals  changed 
their  billing  practices  to  separately 
report  and  charge  for  the  ancillary 
services  formerly  included  in  the 
definition  of  critical  ceu'e  CPT  codes 
99291  and  99292,  we  would  have 
expected  to  see  a  decrease  in  the  costs 


and  charges  for  these  CPT  codes,  and  a 
significant  increase  in  ancillary  services 
reported  on  the  same  claims.  The  lack 
of  a  substantial  change  in  the  services 
reported  on  critical  care  claims,  along 
with  the  increases  in  the  line  item  costs 
and  charges  for  critical  care  services, 
strongly  suggests  that  many  hospitals 
did  not  change  their  billing  practices  for 
CPT  code  99291  following  the  revision 
to  the  CPT  coding  guidance  effective 
January  1,  2011. 

In  light  of  not  having  claims  data  to 
support  a  significant  change  in  hospital 
billing  practices,  we  continue  to  believe 
that  it  is  inappropriate  to  pay  separately 
in  CY  2013  for  the  ancillary  services 
that  hospitals  may  now  report  in 
addition  to  critical  care  services. 
Therefore,  for  CY  2013,  we  are 
proposing  to  continue  our  CY  2011  and 
CY  2012  policy  to  recognize  the  existing 
CPT  codes  for  critical  care  services  and 
establish  a  payment  rate  based  on 
historical  claims  data.  We  also  are 
proposing  to  continue  to  implement 
claims  processing  edits  that 
conditionally  package  payment  for  the 
ancillary  services  that  are  reported  on 
the  same  date  of  service  as  critical  care 
services  in  order  to  avoid  overpayment. 
We  will  continue  to  monitor  the 
hospital  claims  data  for  CPT  code  99291 
in  order  to  determine  whether  revisions 
to  this  policy  Eire  warranted  based  on 
changes  in  hospitals’  billing  practices. 

C.  Transitional  Care  Management 

In  the  CY  2013  MPFS  proposed  rule, 
we  discuss  a  multiple  year  strategy 
exploring  the  best  means  to  encourage 
the  provision  of  primary  care  and  care 
coordination  services  to  Medicare 
beneficiaries.  As  part  of  the  strategy 
discussed  in  that  proposed  rule,  we  are 
proposing  to  address  the  non-face-to- 
face  work  involved  in  hospital  or  SNF 
discharge  care  coordination  by  creating 
a  HCPCS  G-code  for  care  management 
involving  the  transition  of  a  beneficiary 
fi'om  care  furnished  by  a  treating 
physician  during  a  hospital  stay 
(inpatient,  outpatient  observation 
services,  or  outpatient  partial 
hospitalization),  SNF  stay,  or  CMHC 
partial  hospitalization  program  to  care 
furnished  by  the  beneficiary’s  physician 
or  qualified  nonphysician  practitioner 
in  the  community.  As  discussed  in  the 
CY  2013  MPFS  proposed  rule,  care 
management  involving  the  transition  of 
a  beneficiary  from  care  furnished  by  a 
treating  physician  during  a  hospital  or 
a  SNF  stay  to  the  beneficiary’s  primary 
physician  or  qualified  nonphysician 
practitioner  in  the  community  could 
avoid  adverse  events  such  as 
readmissions  or  subsequent  illnesses, 
improve  beneficiary  outcomes,  and 


avoid  a  financial  burden  on  the  health 
care  system.  Successful  efforts  to 
improve  hospital  discharge  care 
coordination  and  care  transitions  could 
improve  the  quality  of  care  while 
simultaneously  decreasing  costs. 

The  proposed  HCPCS  G-code 
included  in  the  GY  2013  MPFS 
proposed  rule,  GXXXl,  specifically 
describes  post-discharge  transitional 
care  management  services,  which 
include  all  non-face-to-face  services 
related  to  the  transitional  care 
management,  furnished  by  the 
community  physician  or  nonphysician 
practitioner  within  30  calendar  days 
following  the  date  of  discharge  from  an 
inpatient  acute  care  hospital, 
psychiatric  hospital,  LTCH,  SNF,  and 
IRF;  discharge  from  hospital  outpatient 
observation  or  partial  hospitalization 
services;  or  discharge  from  a  PHP  at  a 
CMHC,  to  the  community-based  care. 

The  post-discharge  transitional  care 
management  services  include  non-face- 
to-face  care  management  services  . 
provided  by  clinical  staff  member(s)  or 
office-based  case  manager(s)  under  the 
supervision  of  the  community  physician 
or  qualified  nonphysician  practitioner. 

Transitional  care  management 
services  include: 

1.  Assuming  responsibility  for  the 
beneficiary’s  care  without  a  gap. 

2.  Establishing  or  adjusting  a  plan  of 
care  to  reflect  required  and  indicated 
elements,  particularly  in  light  of  the 
services  furnished  during  the  stay  at  the 
specified  facility  and  to  reflect  the  result 
of  communication  with  beneficiary. 

3.  Communication  (direct  contact, 
telephone,  electronic)  with  the 
beneficiary  and/or  caregiver,  includifig 
education  of  the  patient  and/or 
caregiver  within  2  business  days  of 
discharge  based  on  a  review  of  the 
discharge  summary  and  other  available 
information  such  as  diagnostic  test 
results. 

While  we  do  not  pay  for  physician  or 
nonpractitioner  professional  services 
under  the  OPPS  (42  CFR  419.22),  we 
recognize  that  certain  elements  of  the 
transitional  care  coordination  services 
described  by  proposed  HCPCS  code 
GXXXl  could  be  provided  to  a  hospital 
outpatient  as  an  ancillary  or  supportive 
service  in  conjunction  with  a  primary 
diagnostic  or  therapeutic  service  that 
would  be  payable  under  the  OPPS,  such 
as  a  clinic  visit.  As  described  in  section 
II.A.3.  of  this  proposed  rule,  we  package 
payment  for  services  that  are  typically 
ancillary  and  supportive  to  a  primary 
service.  While  we  do  not  make  separate 
payment  for  such  services,  their  costs 
are  included  in  the  costs  of  other 
services  furnished  by  the  hospital  to  the 
beneficiary  on  the  same  day.  Because 
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we  believe  that  transitional  care 
management  services  may  be  ancillary 
and  supportive  to  a  primary  service 
provided  to  a  hospital  outpatient,  for 
purposes  of  OPPS  payment,  we  are 
proposing  to  assign  HCPCS  code 
(GXXXl),  a  status  indicator  of  “N” 

(Items  and  Services  Packaged  into  APC 
Rates)  signifying  that  its  payment  is 
packaged'.  We  refer  readers  to  the  CY 
2013  MPFS  proposed  rule  for  a  full 
discussion  of  post-discharge  transitional 
care  management  services  in  particular 
and,  more  broadly,  the  multiple  year 
strategy  exploring  the  best  means  to 
encourage  primary  care  and  care 
coordination  services. 

VIII.  Proposed  Payment  for  Partial 
Hospitalization  Services 

A.  Background 

Partial  hospitalization  is  an  intensive 
outpatient  program  of  psychiatric 
services  provided  to  patients  as  an 
alternative  to  inpatient  psychiatric  care 
for  individuals  who  have  an  acute 
mental  illness.  Section  1861(ff){l)  of  the 
Act  defines  partial  hospitalization 
services  as  “the  items  and  services 
described  in  paragraph  (2)  prescribed  by 
a  physician  and  provided  under  a 
program  described  in  paragraph  (3) 
under  the  supervision  of  a  physician 
pursuant  to  an  individualized,  written 
plan  of  treatment  established  and 
periodically  reviewed  by  a  physician  (in 
consultation  with  appropriate  staff 
participating  in  such  program),  which 
plan  sets  forth  the  physician’s  diagnosis, 
the  type,  amount,  frequency,  and 
duration  of  the  items  and  services 
provided  under  the  plan,  and  the  goals 
for  treatment  under  the  plan.”  Section 
1861(ff)(2)  of  the  Act  describes  the  items 
and  services  included  in  partial 
hospitalization  services.  Section 
1861(ff)(3)(A)  of  the  Act  specifies  that  a 
partial  hospitalization  program  (PHP)  is 
a  program  furnished  by  a  hospital  to  its 
outpatients  or  by  a  community  mental 
health  center  (CMHC)  (as  defined  in 
subparagraph  (B)),  and  “which  is  a 
distinct  and  organized  intensive 
ambulatory  treatment  service  offering 
less  them  24-hour-daily  Ccu:e  other  than 
in  an  individual’s  home  or  in  an 
inpatient  or  residential  setting.”  Section 
1861(ff)(3)(B)  of  the  Act  defines 
community  mental  health  center. 

Section  1833(t)(l)(B)(i)  of  the  Act 
provides  the  Secretary  with  the 
authority  to  designate  the  OPD  services 
to  be  covered  under  the  OPPS.  The 
Medicare  regulations  that  implement 
this  provision  specify,  at  42  CFR  419.21, 
that  payments  under  the  OPPS  will  be 
made  for  partial  hospitalization  services 
furnished  by  CMHCs  as  well  as 


Medicare  Part  B  services  furnished  to 
hospital  outpatients  designated  by  the 
Secretary,  which  include  partial 
hospitalization  services  (65  FR  18444 
through  18445). 

Section  1833(t)(2)(C)  of  the  Act,  in 
pertinent  part,  requires  the  Secretary  to 
“establish  relative  payment  weights  for 
covered  OPD  services  (and  any  groups 
of  such  services  described  in 
subparagraph  (B))  based  on  median  (or, 
at  the  election  of  the  Secretary,  mean) 
hospital  costs”  using  data  on  claims 
from  1996  and  data  from  the  most  recent 
available  cost  reports.  In  pertinent  part, 
subparagraph  (B)  provides  that  the 
Secretary  may  establish  groups  of 
covered  OPD  services,  within  a 
classification  system  developed  by  the 
Secretary  for  covered  OPD  services,  so 
that  services  classified  within  each 
group  are  comparable  clinically  and 
with  respect  to  the  use  of  resources.  In 
accordance  with  these  provisions,  we 
have  developed  the  APCs.  Section 
1833(t)(9)(A)  of  the  Act  requires  the 
Secretary  to  “review  not  less  often  than 
annually  and  revise  the  groups,  the 
relative  payment  weights,  and  the  wage 
and  other  adjustments  described  in 
paragraph  (2)  to  take  into  account 
changes  in  medical  practice,  changes  in 
technology,  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors.” 

Because  a  day  of  care  is  the  unit  that 
defines  the  structure  and  scheduling  of 
partial  hospitalization  services,  we 
established  a  per  diem  payment 
methodology  for  the  PHP  APCs, 
effective  for  services  furnished  on  or 
after  July  1,  2000  (65  FR  18452  through 
18455).  Under  this  methodology,  the 
median  per  diem  costs  have  been  used 
to  calculate  the  relative  payment 
weights  for  PHP  APCs. 

From  CY  2003  through  CY  2006,  the 
median  per  diem  costs  for  CMHCs 
fluctuated  significantly  from  year  to 
year,  while  the  median  per  diem  costs 
for  hospital-based  PHPs  remained 
relatively  constant.  We  were  concerned 
that  CMHCs  may  have  increased  and 
decreased  their  charges  in  response  to 
Medicare  payment  policies.  Therefore, 
we  began  efforts  to  strengthen  the  PHP 
benefit  through  extensive  data  analysis 
and  policy  and  payment  changes  in  the 
CY  2008  update  (72  FR  66670  through 
66676).  We  made  two  refinements  to  the 
methodology  for  computing  the  PHP 
median:  the  first  remapped  10  revenue 
codes  that  are  common  among  hospital- 
based  PHP  claims  to  the  most 
appropriate  cost  centers;  and  the  second 
refined  our  methodology  for  computing 
the  PHP  median  per  diem  cost  by 
computing  a  separate  per  diem  cost  for 
each  day  rather  than  for  each  bill.  We 


refer  readers  to  a  complete  discussion  of 
these  refinements  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66670  through  66676). 

In  CY  2009,  we  implemented  several 
regulatory,  policy,  and  payment 
changes,  including  a  two-tiered 
payment  approach  for  PHP  services 
under  which  we  paid  one  amount  for 
days  with  3  services  (APC  0172  (Level 
I  Partial  Hospitalization))  and  a  higher 
amount  for  days  with  4  or  more  services 
(APC  0173  (Level  II  Partial 
Hospitalization)).  We  refer  readers  to 
section  X.B.  of  the  CY  2009  OPPS/ ASC 
final  rule  with  comment  period  (73  FR 
68688  through  68693)  for  a  full 
discussion  of  the  two-tiered  payment 
system.  In  addition,  for  CY  2009,  we 
finalized  our  policy  to  deny  payment  for 
any  PHP  claims  submitted  for  days 
when  fewer  than  3  units  of  therapeutic 
services  are  provided  (73  FR  68694). 

Furthermore,  for  CY  2009,  we  revised 
the  regulations  at  42  CFR  410.43  to 
codify  existing  basic  PHP  patient 
eligibility  criteria  and  to  add  a  reference 
to  current  physician  certification 
requirements  at  42  CFR  424.24  to 
conform  our  regulations  to  our 
longstanding  policy  (73  FR  68694 
through  68695).  These  changes  have 
helped  to  strengthen  the  PHP  benefit. 

We  also  revised  the  partial 
hospitalization  benefit  to  include 
several  coding  updates.  We  refer  readers 
to  section  X.C.3.  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68695  through  68697)  for  a  full 
discussion  of  these  requirements. 

For  CY  2010,  we  retained  the  two- 
tiered  payment  approach  for  PHP 
services  and  used  only  hospital-based 
PHP  data  in  computing  the  per  diem 
payment  rates.  We  used  only  hospital- 
based  PHP  data  because  we  were 
concerned  about  further  reducing  both 
PHP  APC  per  diem  payment  rates  ' 
without  knowing  the  impact  of  the 
policy  and  pajrment  changes  we  made 
in  CY  2009.  Because  of  the  2-year  lag 
between  data  collection  and  rulemaking, 
the  changes  we  made  in  CY  2009  were 
reflected  for  the  ffrst  time  in  the  claims 
data  that  we  used  to  determine  payment 
rates  for  the  CY  2011  rulemaking  (74  FR 
60556  through  60559). 

In  CY  2011,  in  accordance  with 
section  1301(b)  of  the  Health  Care  and 
Education  Reconciliation  Act  of  2010 
(HCERA  2010),  we  amended  the 
description  of  a  PHP  in  our  regulations 
to  specify  that  a  PHP  must  be  a  distinct 
and  organized  intensive  ambulatory 
treatment  program  offering  less  than  24- 
hour  daily  care  “other  than  in  an 
individual’s  home  or  in  an  inpatient  or 
residential  setting.”  In  addition,  in 
accordance  with  section  1301(a)  of 
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HCERA  2010,  we  revised  the  definition 
of  a  CMHC  in  the  regulations  to  conform 
to  the  revised  definition  now  set  forth 
at  section  1861(ff){3){B)  of  the  Act.  We 
discussed  our  finalized  policies  for 
these  two  provisions  of  HCERA  2010 
under  section  X.C.  of  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  71990). 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  (75  FR  71994),  we 
also  established  four  separate  PHP  APC 
per  diem  payment  rates,  two  for  CMHCs 
(for  Level  I  and  Level  II  services)  and 
two  for  hospital-based  PHPs  (for  Level 
I  and  Level  II  services).  In  the  CY  2011 
OPPS/ASC  proposed  rule,  we  proposed 
that  CMHC  APC  medians  would  he 
based  only  on  CMHC  data  and  hospital- 
based  PHP  APC  medians  would  be 
based  only  on  hospital-based  PHP  data 
(75  FR  46300).  As  stated  in  the  CY  2011 
OPPS/ASC  proposed  rule  (75  FR  46300) 
and  the  final  rule  with  comment  period 
(75  FR  71991),  for  CY  2011,  using  CY 
2009  claims  data,  CMHC  costs  had 
significantly  decreased  again.  We 
attributed  the  decrease  to  the  lower  cost 
structure  of  CMHCs  compared  to 
hospital-based  PHP  providers,  and  not 
the  impact  of  CY  2009  policies.  CMHCs 
have  a  lower  cost  structure  than 
hospital-based  PHP  providers,  in  part 
because  the  data  showed  that  CMHCs 
provide  fewer  PHP  services  in  a  day  and 
use  less  costly  staff  than  hospital-based 
PHPs.  Therefore,  it  was  inappropriate  to 
continue  to  treat  CMHCs  and  hospital- 
based  providers  in  the  same  manner 
regarding  payment,  particularly  in  light 
of  such  disparate  differences  in  costs. 

We  also  were  concerned  that  paying 
hospital-based  PHP  programs  at  a  lower 
rate  than  their  cost  structure  reflects 
could  lead  to  hospital-based  PHP 
program  closures  and  possible  access 
problems  for  Medicare  beneficiaries, 
given  that  hospital-based  programs  offer 
the  widest  access  to  PHP  services 
because  they  are  located  across  the 
country.  Creating  the  four  payment  rates 
(two  for  CMHCs  and  two  for  hospital- 
based  PHPs)  based  on  each  provider’s 
data  supported  continued  access  to  the 
PHP  benefit,  while  also  providing 
appropriate  payment  based  on  the 
unique  cost  structures  of  CMHCs  and 
hospital-based  PHPs.  In  addition, 
separation  of  data  by  provider  type  was 
supported  by  several  hospital-based 
PHP  commenters  who  responded  to  the 
CY  2011  OPPS/ASC  proposed  rule  (75 
FR  71992). 

For  CY  2011,  we  instituted  a  2-year 
transition  p>eriod  for  CMHCs  to  the 
CMHC  APC  per  diem  payment  rates 
based  solely  on  CMHC  data.  For  CY 
2011,  under  the  transition  methodology, 
CMHC  APC  Level  I  and  Level  II  per 


diem  costs  were  calculated  by  taking  50 
percent  of  the  difference  between  the 
CY  2010  final  hospital-based  medians 
and  the  CY  2011  final  CMHC  medians 
and  then  adding  that  number  to  the  CY 
2011  final  CMHC  medians.  A  2-year 
transition  under  this  methodology 
moved  us  in  the  direction  of  our  goal, 
which  is  to  pay  appropriately  for  PHP 
services  based  on  each  provider  type’s 
data,  while  at  the  same  time  allowing 
providers  time  to  adjust  their  business 
operations  and  protect  access  to  care  for 
beneficiaries.  We  also  stated  that  we 
would  review  and  analyze  the  data 
during  the  CY  2012  rulemaking  cycle 
and  may,  based  on  these  analyses, 
further  refine  the  payment  mechanism. 
We  refer  readers  to  section  X.B.  of  the 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  71991  through 
71994)  for  a  full  discussion. 

After  publication  of  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period,  a  CMHC  and  one  of  its  patients 
filed  an  application  for  a  preliminary 
injunction,  challenging  the  OPPS 
payment  rates  for  PHP  services  provided 
by  CMHCs  in  CY  2011  as  adopted  in  the 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  71995).  We  refer 
readers  to  the  court  case.  Paladin  Cmty. 
Mental  Health  Ctr.  v.  Sebelius,  No.  10- 
949,  2011  WL  3102049  (W.D.Tex.  2011), 
affd.  No.  11-50682,  2012  WL  2161137 
(5th  Cir.  June  15,  2012)  [Paladin].  The 
plaintiffs  in  the  Paladin  case  challenged 
the  agency’s  use  of  cost  data  derived 
from  both  hospitals  and  CMHCs  in 
determining  the  relative  payment 
weights  for  the  OPPS  payment  rates  for 
PHP  services  furnished  hy  CMHCs, 
alleging  that  section  1833(t)(2)(C)  of  the 
Act  requires  that  such  relative  payment 
weights  be  based  on  cost  data  derived 
solely  from  hospitals.  As  discussed 
above,  section  1833(t)(2)(C)  of  the  Act 
requires  CMS  to  “establish  relative 
payment  weights  for  covered  OPD 
services  (and  any  groups  of  such 
services  ***)***  based  on  *  *  * 
hospital  costs.”  Numerous  courts  have 
held  that  “based  on”  does  not  mean 
“based  exclusively  on.”  On  July  25, 
2011,  the  District  Court  dismissed  the 
plaintiffs’  complaint  and  application  for 
preliminary  injunction  for  lack  of 
subject-matter  jurisdiction,  which  the 
plaintiffs  appealed  to  the  United  States 
Court  of  Appeals  for  the  Fifth  Circuit. 
On  June  15,  2012,  the  Court  of  Appeals 
affirmed  the  District  Court’s  dismissal 
for  lack  of  subject-matter  jurisdiction 
and  found  that  the  Secretary’s  payment 
rate  determinations  for  PHP  services  are 
not  a  facial  violation  of  a  clear  statutory 
mandate.  [Paladin  at  *6). 

For  CY  2012,  as  discussed  in  the  CY 
2012  OPPS/ASC  final  rule  with 


comment  period  (76  FR  74348  through 
74352),  we  determined  the  relative 
payment  weights  for  PHP  services 
provided  by  CMHCs  based  on  data 
derived  solely  from  CMHCs  and  the 
relative  payment  weights  for  hospital- 
based  PHP  services  based  exclusively  on 
hospital  data.  The  statute  is  reasonably 
interpreted  to  allow  the  relative 
payment  weights  for  the  OPPS  payment 
rates  for  PHP  services  provided  by 
CMHCs  to  be  based  solely  on  CMHC 
data  and  relative  payment  weights  for 
hospital-based  PHP  services  to  be  based 
exclusively  on  hospital  data.  Section 
1833(t)(2)(C)  of  the  Act  requires  the 
Secretary  to  “establish  relative  payment 
weights  for  covered  OPD  services  (and 
any  groups  of  such  services  described  in 
subparagraph  (B))  based  on  *  *  * 
hospital  costs.”  In  pertinent  part, 
subparagraph  (B)  provides  that  “the 
Secretary  may  establish  groups  of 
covered  OPD  services  *  *  *  so  that 
services  classified  within  each  group  are 
comparable  clinically  and  with  respect 
to  the  use  of  resources.”  In  accordance 
with  subparagraph  (B),  we  developed 
the  APCs,  as  set  forth  in  §  419.31  of  the 
regulations  (65  FR  18446  and  18447;  63 
FR  47559  through  47562  and  47567 
through  47569).  As  discussed  above, 

PHP  services  are  grouped  into  APCs. 

Based  on  section  1833(t)(2)(C)  of  the 
Act,  we  believe  that  the  word 
“establish”  can  be  interpreted  as 
applying  to  APCs  at  the  inception  of  the 
OPPS  in  2000  or  whenever  a  new  APC 
is  added  to  the  OPPS.  In  creating  the 
original  APC  for  PHP  services  (APC 
0033),  we  did  “establish”  the  initial 
relative  payment  weight  for  PHP 
services,  provided  in  both  hospital- 
based  and  CMHC-based  settings,  only 
on  the  basis  of  hospital  data. 
Subsequently,  from  CY  2003  through  CY 
2008,  the  relative  payment  weights  for 
PHP  services  were  based  on  a 
combination  of  hospital  and  CMHC 
data.  Similarly,  we  established  new 
APCs  for  PHP  services  based  exclusively 
on  hospital  data.  For  CY  2009,  we 
adopted  a  two-tiered  APC  methodology 
(in  lieu  of  the  original  APC  0033)  under 
which  CMS  paid  one  rate  for  days  with 
3  services  (APC  0172)  and  a  different 
payment  rate  for  days  with  4  or  more 
services  (APC  0173).  These  two  new 
APCs  were  established  using  only 
hospital  data.  For  CY  2011,  we  added 
two  new  APCs  (APCs  0175  and  0176) 
for  PHP  services  provided  by  hospitals 
and  based  the  relative  payment  weights 
for  these  APCs  solely  on  hospital  data. 
APCs  0172  and  0173  were  designated 
for  PHP  services  provided  by  CMHCs 
and  were  based  on  a  mixture  of  hospital 
and  CMHC  data.  As  the  Secretary 
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argued  in  the  Paladin  case,  the  courts 
have  consistently  held  that  the  phrase 
“based  on”  does  not  mean  “based 
exclusively  on.”  Thus,  the  relative 
payment  weights  for  the  two  APCs  for 
PHP  services  provided  by  CMHCs  in  CY 
2011  were  “based  on”  hospital  data,  no 
less  than  the  relative  payment  weights 
for  the  two  APCs  for  hospital-based  PHP 
services. 

Although  we  used  hospital  data  to 
establish  the  relative  payment  weights 
for  APCs  0033,  0172,  0173,  0175,  and 
0176  for  PHP  services,  we  believe  that 
we  have  the  authority  to  discontinue  the 
use  of  hospital  data  in  determining  the 
OPPS  relative  payment  weights  for  PHP 
services  provided  by  CMHCs.  Other 
parts  of  section  1833(t)(2)(C)  of  the  Act 
make  plain  that  the  data  source  for  the 
relative  payment  weights  is  subject  to 
change  from  one  period  to  another. 
Section  1833{t)(2)(C)  of^the  Act  provides 
that,  in  establishing  the  relative 
payment  weights,  “the  Secretary  shall 
[  ]  us[e]  data  on  claims  from  1996  and 
us[e]  data  from  the  most  recent  available 
cost  reports.”  However,  we  used  1996 
data  (plus  1997  data)  in  determining 
only  the  original  relative  payment 
weights  for  2000;  in  the  ensuing 
calendar  year  updates,  we  continually 
used  more  recent  cost  report  data. 

Moreover,  section  1833(t)(9)(A)  of  the 
Act  requires  the  Secretary  to  “review 
not  less  often  than  annually  and  revise 


the  groups,  the  relative  payment 
weights,  and  the  wage  and  other 
adjustments  described  in  paragraph  (2) 
to  take  into  account  changes  in  medical 
practice,  changes  in  technology,  the 
addition  of  new  services,  new  cost  data, 
and  other  relevant  information  and 
factors.”  For  purposes  of  the  CY  2012 
update,  we  exercised  our  authority 
under  section  1833(t)(9)(A)  of  the  Act  to 
change  the  data  source  for  the  relative 
payment  weights  for  PHP  services 
provided  by  CMHCs  based  on  “new  cost 
data,  and  other  relevant  information  and 
factors.” 

B.  Proposed  PHP  APC  Update  for  CY 
2013 

As  discussed  in  section  II.A.2.g.  of 
this  proposed  rule,  for  CY  2013,  we  are 
proposing  to  develop  the  relative 
payment  weights  that  underpin  the 
OPPS  using  geometric  means  rather 
than  the  current  median-based 
methodology.  This  proposal  to  base  the 
relative  payment  weights  on  geometric 
means  would  also  apply  to  the  per  diem 
costs  used  to  determine  the  relative 
payment  weights  for  the  four  PHP  APCs. 
For  PHP  APCs,  as  with  all  other  OPPS 
APCs,  the  proposal  to  base  the  relative 
payment  weights  on  geometric  means 
rather  than  medians  would  not  affect 
the  general  process  to  establish 
appropriate  claims  for  modeling.  As 
with  the  current  median-based 


methodology,  the  PHP  APC  payment 
rates  would  continue  to  be  calculated  by 
computing  a  separate  per  diem  cost  for 
each  day  of  PHP.  When  there  are 
multiple  days  of  PHP  services  entered 
on  a  claim,  a  unique  cost  would 
continue  to  be  computed  for  each  day  of 
care.  However,  a  geometric  mean  would 
be  used  to  calculate  the  per  diem  costs 
rather  than  a  median.  The  process 
would  still  be  repeated  separately  for 
CMHCs  and  hospital-based  PHPs  using 
that  provider’s  claims  data  for  the  two 
categories  of  days  with  3  services  and 
days  with  4  or  more  services.  The  four 
PHP  APC  per  diem  costs  would 
continue  to  be  included  in  the  scaling 
of  all  APCs  in  OPPS  to  the  mid-level 
office  visit  (APC  0606).  Again,  for  a 
detailed  discussion  of  the  proposed  CY 
2013  OPPS  weight  scaler,  we  refer 
readers  to  section  II.A.4.  of  this 
proposed  rule. 

For  CY  2013,  using  CY  2011  claims 
data,  we  computed  proposed  CMHC 
PHP  APC  geometric  mean  per  diem 
costs  for  Level  I  (3  services  per  day)  and 
Level  II  (4  or  more  services  per  day) 
services  using  only  CY  2011  CMHC 
claims  data,  and  proposed  hospital- 
based  PHP  APC  geometric  mean  per 
diem  costs  for  Level  I  and  Level  II 
services  using  only  CY  2011  hospital- 
based  PHP  claims  data.  These  proposed 
geometric  mean  per  diem  costs  are 
shown  in  Table  30  below. 


Table  30— Proposed  CY  2013  Geometric  Mean  Per  Diem  Costs  for  CMHC  and  Hospital-Based  PHP  Services, 

Based  on  CY  201 1  Claims  Data 


APC 

Group  title 

Proposed 
geometric 
mean  per 
diem  costs 

0172  . 

Level  1  Partial  Hospitalization  (3  services)  for  CMHCs . 

$87.76 

0173  . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  CMHCs . 

111.89 

0175  . 

Level  1  Partial  Hospitalization  (3  services)  for  hospital-based  PHPs  . 

182.66 

0176  . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  hospital-based  PHPs . 

232.74 

Under  the  CY  2013  proposal  to  base 
the  OPPS  relative  payment  weights  on 
geometric  mean  costs,  the  proposed 
geometric  mean  per  diem  costs  for 
CMHCs  would  continue  to  be 
substantially  lower  than  the  proposed 
geometric  mean  per  diem  costs  for 
hospital-based  PHPs  for  the  same  units 
of  service.  For  CY  2013,  the  proposed 
geometric  mean  per  diem  costs  for  days 
with  3  services  (Level  I)  is 
approximately  $88  for  CMHCs  and 
approximatelij  $183  for  hospital-based 
PHPs.  The  proposed  geometric  mean  per 
diem  costs  for  days  with  4  or  more 
services  (Level  II)  is  approximately  $112 
for  CMHCs  and  approximately  $233  for 
hospital-based  PHPs.  This  emalysis 


indicates  that  there  continues  to  be 
fundamental  differences  between  the 
cost  structures  of  CMHCs  and  hospital- 
based  PHPs. 

The  CY  2013  proposed  geometric 
mean  per  diems  costs  for  CMHCs 
calculated  under  the  proposed  CY  2013 
methodology  using  CY  2011  claims  data 
also  have  decreased  compared  to  the  CY 
2012  final  median  per  diem  costs  for 
CMHCs  established  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74352),  with  per  diem 
costs  for  Level  I  services  decreasing 
from  approximately  $98  to 
approximately  $88,  and  costs  for  Level 
II  services  decreasing  from 
approximately  $114  to  approximately 


$112.  In  contrast,  the  CY  2013  proposed 
geometric  mean  per  diem  costs  for 
hospital-based  PHPs  calculated  under 
the  proposed  CY  2013  methodology 
using  CY  2011  claims  data  have 
increased  compared  to  the  CY  2012  final 
median  per  diem  costs  for  hospital- 
based  PHPs,  with  per  diem  costs  for 
Level  I  services  increasing  from 
approximately  $161  to  approximately 
$183,  and  per  diem  costs  for  Level  II 
services  increasing  from  approximately 
$191  to  approximately  $233. 

To  provide  a  comparison,  we  also 
calculated  PHP  median  per  diem  costs 
for  CY  2013  using  CY  2011  claims  data. 
We  computed  median  per  diem  costs  for 
each  provider  type  using  that  provider’s 
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claims  data  for  Level  I  services  and  for  median  per  diem  costs  are  shown  in 
Level  II  services.  These  comparative  Table  31  below. 


Table  31— Comparative  PHP  Median  Per  Diem  Costs  for  CMHC  and  Hospital-Based  PHP  Services,  Based  on 

CY  201 1  Claims  Data 


APC 

Group  title 

Comparative 

median 

per  diem  costs 

0172 . 

Level  1  Partial  Hospitalization  (3  services)  for  CMHCs . 

$87.52 

0173 . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  CMHCs  . . . 

121.27 

0175 . 

Level  1  Partial  HospitaRzation  (3  services)  for  hospital-based  PHPs . 

163.86 

0176 . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  hospital-based  PHPs . 

224.57 

The  proposed  geometric  mean  per 
diem  costs  for  hospital-based  PHPs  for 
Level  I  and  Level  II  services  calculated 
under  the  proposed  CY  2013 
methodology  using  CY  2011  claims  data 
would  be  higher  than  the  median  per 
diem  costs  calculated  under  the  current 
median-based  methodology,  using  CY 
2011  claims  data.  For  hospital-based 
PHPs,  the  per  diem  costs  would  increase 
from  approximately  $164  under  the 
current  median-based  methodology  to 
approximately  $183  under  the  proposed 
geometric  mean-based  methodology  for 
Level  I  services,  euid  from 
approximately  $225  to  approximately 
$233  for  Level  II  services. 

The  proposed  geometric  mean  per 
diem  costs  for  CMHCs  for  Level  I 
services  calculated  under  the  proposed 
CY  2013  methodology  using  CY  2011 
claims  data  would  be  approximately  the 
same  as  the  median  per  diem  costs 
calculated  under  the  current  median- 
based  methodology,  using  CY  2011 
claims  data.  The  proposed  geometric 
mean  per  diem  costs  for  CMHCs  for 
Level  II  services  calculated  under  the 
proposed  CY  2013  methodology  using 
CY  2011  claims  data  would  be  slightly 
lower  than  the  median  per  diem  costs 
calculated  under  the  current  medicui- 
based  methodology,  using  CY  2011 
claims  data.  For  CMHCs,  the  per  diem 
costs  would  be  approximately  $88 
under  both  the  current  median-based 


methodology  and  the  proposed 
geometric  mean-based  methodology  for 
CMHC  Level  I  services,  and  would 
decrease  from  approximately  $121 
under  the  current  median-based 
methodology  to  approximately  $112 
under  the  proposed  geometric  mean- 
based  methodology  for  CMHC  Level  II 
services. 

The  data  analysis  also  shows  that  the 
median  per  diem  costs  for  CMHCs 
continue  to  be  substantially  lower  than 
the  median  per  diem  costs  for  hospital- 
based  PHPs  for  the  same  units  of  service 
provided.  The  median  per  diem  costs 
for  Level  I  services  is  approximately  $88 
for  CMHCs  and  approximately  $164  for 
hospital-based  PHPs.  The  median  per 
diem  costs  for  Level  II  services  is 
approximately  ^121  for  CMHCs  and 
approximately  $225  for  hospital-based 
PHPs.  The  significant  difference  in  per 
diem  costs  between  CMHCs  and 
hospital-based  PHPs  emphasizes  the 
distinct  cost  structures  between  the  two 
provider  types. 

Finally,  the  data  analysis  indicates 
that  CMHC  median  per  diem  costs  for 
Level  I  services  would  have  decreased 
from  CY  2012  final  median  per  diem 
costs  (using  CY  2010  claims  data) 
(established  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74352))  to  CY  2013  (using  CY  2011 
claims  data)  from  approximately  $98  to 
approximately  $88,  using  only  CMHC 
claims  data.  The  CMHC  median  per 


diem  costs  for  Level  II  services  would 
have  slightly  increased  from  CY  2012 
final  median  per  diem  costs  (using  CY 

2010  claims  data)  to  CY  2013  (using  CY 

2011  claims  data)  from  approximately 
$114  to  approximately  $121,  using  only 
CMHC  claims  data.  Hospital-based  PHP 
median  per  diem  costs  for  Level  I  and 
Level  II  services  would  have  increased 
from  the  CY  2012  final  median  per  diem 
costs  (using  CY  2010  claims  data)  to  CY 
2013  (using  CY  2011  claims  data)  from 
approximately  $161  to  approximately 
$164  for  Level  I  services  and  from 
approximately  $191  to  approximately 
$225  for  Level  II  services,  using  only 
hospital  claims  data. 

In  summary,  while  we  have 
historically  based  the  OPPS  payments 
on  median  costs  for  services  in  the  APC 
groups,  for  CY  2013,  we  are  proposing 
to  calculate  the  relative  payment 
weights  for  the  OPPS  APCs  using 
geometric  means,  including  the  four 
PHP  APCs,  as  discussed  in  section 
II.A.2.g.  of  this  proposed  rule.  The 
proposed  CY  2013  geometric  mean  per 
diem  costs  for  the  PHP  APCs  are  shown 
in  Tables  32  and  33  below.  We  invite 
public  comments  on  these  proposals. 
We  will  continue  our  efforts  to  explore 
payment  reforms  that  will  support 
quality  and  result  in  greater  payment 
accuracy  and  reduction  of  fraud  and 
abuse  within  the  partial  hospitalization 
program. 


Table  32— Proposed  CY  2013  Geometric  Mean  Per  Diem  Costs  for  CMHC  PHP  Services 


APC 

Group  title 

Proposed 
mean 
per  diem 
costs 

0172 . . . 

0173 . 

Level  1  Partial  Hospitalization  (3  services)  for  CMHCs . . . 

Level  II  Partial  Hospitalization  (4  or  more  services)  for  CMHCs  .  . 

$87.76 

111.89 

Table  33— Proposed  CY  2013  Geometric  Mean  Per  Diem  Costs  for  Hospital-Based  PHP  Services 

APC 

Group  title 

Proposed 

mean 

per  diem  costs 

0175 


Level  I  Partial  Hospitalization  (3  services)  for  hospital-based  PHPs 


$182.66 
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Table  33— Proposed  CY  2013  Geometric  Mean  Per  Diem  Costs  for  Hospital-Based  PHP  Services— Continued 

Proposed 

APC  Group  title  mean 

per  diem  costs 

0176 .  Level  II  Partial  Hospitalization  (4  or  more  services)  for  hospital-based  PHPs .  $232.74 


C.  Proposed  Separate  Threshold  for 
Outlier  Payments  to  CMHCs 

In  the  CY  2004  OPPS  final  rule  with 
comment  period  (68  FR  63469  through 
63470),  we  indicated  that,  given  the 
difference  in  charges  for  PHP  services 
provided  between  hospitals  and 
CMHCs,  we  did  not  believe  it  was 
appropriate  to  make  outlier  payments  to 
CMHCs  using  the  outlier  percentage 
target  amount  and  threshold  established 
for  hospitals.  Prior  to  that  time,  there 
was  a  significant  difference  in  the 
amount  of  outlier  payments  made  to. 
hospitals  and  CMHCs  for  PHP  services. 
Therefore,  we  designated  a  portion  of 
the  estimated  OPPS  outlier  target 
amount  specifically  for  CMHCs, 
consistent  with  the  percentage  of 
projected  payments  to  CMHCs  under  the 
OPPS  each  year,  excluding  outlier 
payments.  In  addition,  further  analysis 
indicated  that  using  the  same  OPPS 
outlier  threshold  for  both  hospitals  and 
CMHCs  did  not  limit  outlier  payments 
to  high-cost  cases  and  resulted  in 
excessive  outlier  payments  to  CMHCs. 
Therefore,  beginning  in  CY  2004,  we 
established  a  separate  outlier  threshold 
for  CMHCs.  The  separate  outlier 
threshold  for  CMHCs  has  resulted  in 
more  commensurate  outlier  payments. 

The  separate  outlier  threshold  for 
CMHCs  resulted  in  $1.8  million  in 
outlier  payments  to  CMHCs  in  CY  2004 
and  $0.5  million  in  outlier  payments  to 
CMHCs  in  CY  2005.  In  contrast,  in  CY 
2003,  more  than  $30  million  was  paid 
to  CMHCs  in  outlier  payments.  We 
believe  this  difference  in  outlier 
payments  indicates  that  the  separate 
outlier  threshold  for  CMHCs  has  been 
successful  in  keeping  outlier  payments 
to  CMHCs  in  line  with  the  percentage  of 
OPPS  payments  made  to  CMHCs. 

We  are  proposing  to  continue  our 
policy  of  identifying  1.0  percent  of  the 
aggregate  total  payments  under  the 
OPPS  for  outlier  payments  for  CY  2013. 
We  are  proposing  that  a  portion  of  that 
1.0  percent,  an  amount  equal  to  0.12 
percent  of  outlier  payments  (or  0.0012 
percent  of  total  OPPS  payments)  would 
be  allocated  to  CMHCs  for  PHP  outlier 
payments.  In  section  II.G.  of  this 
proposed  rule,  for  hospital  outpatient 
outlier  payments  policy,  we  are 
proposing  to  set  a  dollar  threshold  in 


addition  to  an  APC  multiplier  threshold. 
Because  the  PHP  APCs  are  the  only 
APCs  for  which  CMHCs  may  receive 
payment  under  the  OPPS,  we  would  not 
expect  to  redirect  outlier  payments  by 
imposing  a  dollar  threshold.  Therefore, 
we  are  not  proposing  to  set  a  dollar 
threshold  for  CMHC  outlier  payments. 

We  are  proposing  to  set  the  outlier 
threshold  for  CMHCs  for  CY  2013  at 
3.40  times  the  APC  payment  amount 
and  the  CY  2013  outlier  payment 
percentage  applicable  to  costs  in  excess 
of  the  threshold  at  50  percent. 
Specifically,  we  are  proposing  to 
establish  that  if  a  CMHC’s  cost  for 
partial  hospitalization  services,  paid 
under  either  APC  0172  or  APC  0173, 
exceeds  3.40  times  the  payment  for  APC 
0173,  the  outlier  payment  would  be 
calculated  as  50  percent  of  the-amount 
by  which  the  cost  exceeds  3.40  times 
the  APC  0173  payment  rate.  We  invite 
public  comments  on  these  proposals. 

IX.  Proposed  Procedures  That  Would 
Be  Paid  Only  as  Inpatient  Procedures 

A.  Background 

We  refer  readers  to  the  CY  2012  final 
rule  with  comment  period  (76  FR  74352 
through  74353)  for  a  full  historical 
discussion  of  our  longstanding  policies 
on  how  we  identify  procedures  that  are 
typically  provided  only  in  an  inpatient 
setting  (referred  to  as  the  inpatient  list) 
and,  therefore,  will  not  be  paid  by 
Medicare  under  the  OPPS;  and  on  the 
criteria  that  we  use  to  review  the 
inpatient  list  each  year  to  determine 
whether  or  not  any  procedures  should 
be  removed  from  the  list. 

B.  Proposed  Changes  to  the  Inpatient 
List 

For  the  CY  2013  OPPS,  we  are 
proposing  to  use  the  same  methodology 
(described  in  the  November  15,  2004 
final  rule  with  comment  period  (69  FR 
65835)  of  reviewing  the  current  list  of 
procedures  on  the  inpatient  list  to 
identify  any  procedures  that  are  being 
performed  a  significant  amount  of  the 
time  on  an  outpatient  basis,  and 
appropriately  may  be  removed  from  the 
list.  The  established  criteria  upon  which 
we  make  such  a  determination  are  as 
follows: 


1.  Most  outpatient  departments  are 
equipped  to  provide  the  services  to  the 
Medicare  population. 

2.  The  simplest  procedure  described 
by  the  code  may  be  performed  in  most 
outpatient  departments. 

3.  The  procedure  is  related  to  codes 
that  we  have  already  removed  from  the 
inpatient  list. 

4.  A  determination  is  made  that  the 
procedure  is  being  performed  in 
numerous  hospitals  on  an  outpatient 
basis. 

5.  A  determination  is  made  that  the 
procedure  can  be  appropriately  and 
safely  performed  in  an  ASC,  and  is  on 
the  list  of  approved  ASC  procediures  or 
has  been  proposed  by  us  for  addition  to 
the  ASC  list. 

Using  this  methodology,  we  identified 
two  procedures  that  potentially  could  be 
removed  from  the  inpatient  list  for  CY 
2013:  CPT  code  22856  (Total  disc 
arthroplasty  (artificial  disc),  anterior 
approach,  including  discectomy  with 
end  plate  preparation  (includes 
osteophytectomy  for  nerve  root  or  spinal 
cord  decompression  and 
microdissection),  single  interspace, 
cervical);  and  CPT  code  27447 
(Arthroplasty,  knee,  condyle  and 
plateau;  medical  and  lateral 
compartments  with  or  without  patella 
resurfacing  (total  knee  arthroplasty)). 

We  then  reviewed  the  clinical 
characteristics  and  related  evidence  for 
these  two  potential  procedures  for 
possible  removal  from  the  inpatient  list 
and  found  them  to  be  appropriate 
candidates  for  removal  from  the 
inpatient  list.  For  CY  2013,  we  are 
proposing  to  remove  the  procedures 
described  by  CPT  codes  22856  and 
27447  from  the  inpatient  list  because  we 
believe  that  the  procedmes  may  be 
appropriately  provided  as  hospital 
outpatient  procedures  for  some 
Medicare  beneficiaries,  based  upon  the 
evaluation  criteria  mentioned  above  and 
should  thus  be  paid  under  the  OPPS. 

The  two  procedures  we  are  proposing 
to  remove  from  the  inpatient  only  list 
for  CY  2013  and  their  CPT  codes,  long 
descriptors,  proposed  APC  assignments, 
and  proposed  status  indictors  are 
displayed  in  Table  34  below. 
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Table  34 — Procedures  Proposed  To  Be  Removed  From  the  Inpatient  Only  List  and  Their  Proposed  APC 

Assignments  for  CY  2013 


HCPCS 

Code 

Long  descriptor 

Proposed 

CY  2013  APC 
assignment 

Proposed 
CY  2013 
status 
indicator 

22856  . 

Total  disc  arthroplasty  (artificial  disc),  anterior  approach,  including  discectomy  with  end  plate 
preparation  (includes  osteophytectomy  for  nerve  root  or  spinal  cord  decompression  and 
microdissection),  single  interspace,  cervical. 

0208 

T 

27447  . 

Arthroplasty,  knee,  condyle  and  plateau;  medical  and  lateral  compartments  with  or  without 
patella  resurfacing  (total  knee  arthroplasty). 

0425 

T 

The  complete  list  of  codes  that  we  are 
proposing  to  be  paid  by  Medicare  in  CY 
2013  only  as  inpatient  procedures  is 
included  as  Addendum  E  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site). 

X.  Proposed  Policies  for  the 
Supervision  of  Outpatient  Services  in 
Hospitals  and  CAHs 

A.  Conditions  of  Payment  for  Physical 
Therapy,  Speech-Language  Pathology, 
and  Occupational  Therapy  Services  in 
Hospitals  and  CAHs 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74360 
through  74371),  we  clarified  that 
hospital  outpatient  therapeutic  services 
and  supplies,  including  those  described 
by  benefit  categories  other  than  the 
hospital  outpatient  “incident  to” 
category  under  section  1861(s)(2)(B)  of 
the  Act,  are  subject  to  the  conditions  of 
payment  in  42  CFR  410.27  when  they 
are  paid  under  the  OPPS  or  paid  to 
CAHs  under  section  1834(g)  of  the  Act. 
We  issued  this  clarification  in  response 
to  inquiries  regarding  the  application  of 
these  conditions  of  payment  to  radiation 
therapy  services  that  are  described 
under  section  1861(s)(4)  of  the  Act 
when  these  services  are  furnished  to 
hospital  outpatients. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  in  our  response 
to  public  comments  (76  FR  74369),  we 
indicated  that  the  supervision  and  other 


requirements  of  §410.27  do  not  apply  to 
professional  services  or  to  services  that 
are  paid  under  other  fee  schedules  such 
as  the  Clinical  Laboratory  Fee  Schedule 
(CLFS).  After  the  publication  of  the  final 
rule  with  comment  period,  we 
continued  to  receive  questions  about  the 
applicability  of  the  regulations  to 
physical  therapy  (PT),  speech-language 
pathology  (SLP),  and  occupational 
therapy  (OT)  services  furnished  in 
CAHs.  Several  stakeholders  expressed 
concern  that  the  rules  could  be  applied 
differently  in  CAHs  than  in  OPPS 
hospitals.  The  stakeholders  were 
concerned  that  OPPS  hospitals,  which 
are  paid  for  outpatient  therapy  services 
at  the  applicable  amount  based  on  the 
Medicare  Physician  Fee  Schedule 
(MPFS),  would  not  be  subject  to  the 
regulations,  but  that  CAHs,  which  are 
paid  for  outpatient  therapy  services  on 
a  reasonable  cost  basis,  would  be  subject 
to  them. 

In  this  proposed  rule,  we  are 
clarifying  that  it  was  not  our  intent  in 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  to  establish  different 
requirements  for  CAHs  and  for  OPPS 
hospitals  for  the  same  services.  The 
supervision  and  other  requirements  of 
§410.27  apply  to  facility  services  that 
are  paid  to  hospitals  under  the  OPPS 
and  to  these  same  services  when  they 
are  furnished  in  CAHs  and  paid  on  a 
reasonable  cost  basis.  In  OPPS  hospitals, 
these  requirements  do  not  apply  to 


professional  services  that  are  separately 
billed  under  the  MPFS  or  to  PT,  SLP, 
and  OT  services  that  are  billed  by  the 
hospital  as  therapy  services  and  are  paid 
at  the  applicable  amount  based  on  the 
MPFS.  The  payment  rules  under 
§  410.27  also  do  not  apply  to  these  same 
services  when  they  are  furnished  in 
CAHs. 

In  OPPS  hospitals,  a  small  subset  of 
“sometimes  therapy”  PT,  SLP,  or  OT 
services  are  paid  under  the  OPPS  when 
they  are  not  furnished  as  therapy, 
meaning  not  under  a  certified  therapy 
plan  of  care.  Because  the  supervision 
and  other  conditions  of  payment  under 
§  410.27  apply  to  this  subset  of 
“sometimes  therapy”  services  when 
they  are  furnished  in  OPPS  hospitals  as 
nontherapy  services  (because  they  are 
paid  under  the  OPPS  and  not  based  on 
the  MPFS),  those  conditions  of  payment 
also  apply  to  this  subset  of  “sometimes 
therapy”  services  when  they  are 
furnished  as  nontherapy  in  CAHs.  When 
OPPS  hospitals  and  CAHs  furnish  these 
services  as  therapy  services  (under  a 
therapy  plan  of  care  by  a  qualified 
therapist),  the  conditions  of  payment 
under  §  410.27  do  not  apply  because 
OPPS  hospitals  are  paid  for  these 
services  based  on  the  MPFS  and  not 
under  the  OPPS.  We  are  providing  a  list, 
of  the  “sometimes  therapy”  services  that 
may  be  paid  under  the  OPPS  in  Table 
35  below. 


Table  35— “Sometimes  Therapy”  Services  That  Are  Paid  Under  the  OPPS  When  Not  Furnished  as  Therapy 

Services 


HCPCSCode 


Descriptor 


97597 


97598 


97602 


Debridement  (e.g.,  high  pressure  waterjet  with/without  suction,  sharp  selective  debridement  with  scissors,  scalpel  and  for¬ 
ceps),  open  wound,  (e.g.,  fibrin,  devitalized  epidermis  and/or  dermis,  exudate,  debris,  biofifm),  including  topical  applica- 
tion(s),  wound  assessment,  use  of  a  whirlpool,  when  performed  and  instruction(s)  for  ongoing  care,  per  session,  total 
wound(s)  surface  area;  first  20  sq  cm  or  less. 

Debridement  (e.g.,  high  pressure  waterjet  with/without  suction,  sharp  selective  debridement  with  scissors,  scalpel  and  for¬ 
ceps),  open  wound,  (e.g.,  fibrin,  devitalized  epidermis  and/or  dermis,  exudate,  debris,  biofilm),  including  topical  applica- 
tion(s),  wound  assessment,  use  of  a  whirlpod,  when  performed  and  instruction(s)  for  ongoing  care,  per  session,  total 
wound(s)  surface  area;  each  additional  20  sq  cm,  or  part  thereof  (list  separately  in  addition  to  code  for  primary  procedure). 

Removal  of  devitalized  tissue  from  wound(s),  non-selective  debridement,  without  anesthesia  (e.g.,  wet-to-moist  dressings,  en¬ 
zymatic,  abrasion),  including  topical  application(s),  wound  assessment,  and  instruction(s)  for  ongoing  care,  per  session. 
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Table  35— “Sometimes  Therapy”  Services  That  Are  Paid  Under  the  OPPS  When  Not  Furnished  as  Therapy 

Services— Continued 


HCPCS  Code 


Descriptor 


97605 

97606 
0183T 


Negative  pressure  wound  therapy  (e.g.,  vacuum  assisted  drainage  collection),  including  topical  application(s),  wound  assess¬ 
ment,  and  instruction(s)  for  ongoing  care,  per  session;  total  wound(s)  surface  area  less  than  or  equal  to  50  square  centi¬ 
meters. 

Negative  pressure  wound  therapy  (e.g.,  vacuum  assisted  drainage  collection),  including  topical  application(s),  wound  assess¬ 
ment,  and  instruction(s)  for  ongoing  care,  per  session;  total  wound(s)  surface  area  greater  than  50  square  centimeters. 

Low  frequency,  non-contact,  non-thermal  ultrasound,  including  topical  application(s),  when  performed,  wound  assessment, 
and  instruction(s)  for  ongoing  care,  per  day. 


B.  Enforcement  Instruction  for  the 
Supervision  of  Outpatient  Therapeutic 
Services  in  CAHs  and  Small  Rural 
Hospitals 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74371),  we 
extended  through  CY  2012  the  notice  of 
nonenforcement  of  the  requirement  for 
direct  supervision  of  outpatient 
therapeutic  services  furnished  in  CAHs 
and  small  rural  hospitals  having  100  or 
fewer  beds  (available  on  the  CMS  Web 
Site  at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
Hospi  talOu  tpatien  tPPS/ 
index.html?redirect-/ 
HospitalOutpatientPPS/ 

01  overview. asp).  We  extended  this 
enforcement  instruction  to  our 
contractors  for  another  year,  through  CY 
2012,  to  allow  time  for  the  initiation  of 
supervision  reviews  by  the  Advisory 
Panel  on  Hospital  Outpatient  Payment 
(the  Panel),  which  began  in  early  2012 
and  are  continuing  in  accordance  with 
the  provisions  of  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period. 
The  Panel  will  meet  again  this  summer 
to  consider  requests  that  are  referred  by 
CMS  for  a  change  in  the  minimum 
required  supervision  level  for 
individual  hospital  outpatient 
therapeutic  services  for  the  CY  2013 
payment  year.  In  this  proposed  rule,  we 
are  requesting  that  CAHs  and  small 
rural  hospitals  submit  to  CMS  for 
potential  evaluation  by  the  Panel  at  the 
summer  meeting  any  services  for  which 
they  anticipate  difficulty  complying 
with  the  direct  supervision  standard  in 
CY  2013.  In  developing  evaluation 
requests,  hospitals  should  refer  to  the 
evaluation  criteria  that  we  finalized  in 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period.  We  recognize  that 
hospitals  have  had  little  experience  in 
submitting  evaluation  requests  to  CMS 
for  consideration  by  the  Panel.  In  order 
to  give  hospitals  additional  opportunity 
this  year  to  become  familiar  with  the 
submission  and  review  process  at  the 
summer  Panel  meeting,  and  to  allow 
hospitals  time  to  meet  the  required 
supervision  levels  for  services  that  may 


be  considered  for  CY  2013,  we 
anticipate  extending  the 
nonenforcement  instruction  one 
additional  year  through  CY  2013.  We 
expect  that  this  will  be  the  final  year  for 
the  instruction,  regardless  of  the 
services  reviewed  by  the  Panel  during 
its  summer  meeting. 

XI.  Outpatient  Status:  Solicitation  of 
Public  Comments 

Under  section  402(a)(1)(A)  of  the 
Social  Security  Amendments  of  1967 
(Pub.  L.  90-248),  the  Secretary  is 
permitted  to  engage  in  demonstration 
projects  to  determine  whether  changes 
in  methods  of  payment  for  health  care 
and  services  under  the  Medicare 
program  would  increase  the  efficiency 
and  economy  of  those  services  through 
the  creation  of  incentives  to  those  ends 
without  adversely  affecting  the  quality 
of  such  services.  Under  this  statutory 
authority,  CMS  has  implemented  the 
Medicare  Part  A  to  Part  B  Rebilling  (AB 
Rebilling)  Demonstration,  which  allows 
participating  hospitals  to  receive  90 
percent  of  the  allowable  Part  B  payment 
for  Part  A  short-stay  claims  that  are 
denied  on  the  basis  that  the  inpatient 
admission  was  not  reasonable  and 
necessary.  Participating  hospitals  can 
rebill  these  denied  Part  A  claims  under 
Part  B  and  be  paid  for  additional  Part  B  ■ 
services  than  would  usually  be  payable 
when  an  inpatient  admission  is  deemed 
not  reasonable  and  necessary.  This 
demonstration  is  slated  to  last  for  3 
years,  from  CY  2012  through  CY  2014. 

In  this  proposed  rule,  we  are  providing 
an  update  of  the  status  of  the 
demonstration.  In  addition,  we  are 
soliciting  public  comments  on  a  related 
issue:  Potential  policy  changes  we  could 
make  to  improve  iclarity  and  consensus 
among  providers,  Medicare,  and  other 
stakeholders  regarding  the  relationship 
between  admission  decisions  and 
appropriate  Medicare  payment,  such  as 
when  a  Medicare  beneficiary  is 
appropriately  admitted  to  the  hospital 
as  an  inpatient  and  the  cost  to  hospitals 
associated  with  making  this  decision. 

When  a  Medicare  beneficiary  presents 
to  a  hospital  in  need  of  medical  or 


surgical  care,  the  physician  or  other 
qualified  practitioner  must  decide 
whether  to  admit  the  beneficiary  for 
inpatient  care  or  treat  him  or  her  as  an 
outpatient.  In  some  cases,  when  the 
physician  admits  the  beneficiary  and 
the  hospital  provides  inpatient  care,  a 
Medicare  claims  review  contractor,  such 
as  the  Medicare  Administrative 
Contractor  (MAC),  the  Recovery  Audit 
Contractor  (RAC),  or  the  Comprehensive 
Error  Rate  Testing  (CERT)  Contractor, 
determines  that  inpatient  care  was  not 
reasonable  and  necessary  under  section 
1862(a)(1)(A)  of  the  Act  and  denies  the 
hospital  inpatient  claim  for  payment.  In 
these  cases,  under  Medicare’s 
longstanding  policy,  hospitals  may 
rebill  a  separate  inpatient  claim  for  only 
a  limited  set  of  Part  B  services,  referred 
to  as  “Inpatient  Part  B”  or  “Part  B  Only” 
services  (Section  10,  Chapter  6  of  the 
Medicare  Benefit  Policy  Manual  (Pub. 
100-02)).  The  hospital  also  may  bill 
Medicare  Part  B  for  any  outpatient 
services  that  were  provided  in  the  3-day 
payment  window  prior  to  the  admission 
(Section  10.12,  Chapter  4  of  the 
Medicare  Claims  Processing  Manual 
(Pub.  100-04)).  These  claims  are  subject 
to  the  timely  filing  restrictions. 

Once  a  Medicare  beneficiary  is 
discharged  from  the  hospital,  the 
hospital  cannot  change  the  beneficiary’s 
patient  status  to  outpatient  and  submit 
an  outpatient  claim  because  of  the 
potentially  significant  impact  on 
beneficiary  liability.  As  we  discuss 
below,  hospital  inpatients  have 
significantly  different  Medicare  benefits 
and  liabilities  than  hospital  outpatients, 
notably  coverage  of  self-administered 
drugs  and,  for  patients  who  are  admitted 
to  the  hospital  for  3  or  more  consecutive 
calendar  days,  coverage  of  postacute 
SNF  care  (to  the  extent  all  other  SNF 
coverage  requirements  are  met).  To 
enable  beneficiaries  to  make  informed 
financial  and  other  decisions.  Medicare 
allows  the  hospital  to  change  a 
beneficiary’s  inpatient  status  to 
outpatient  (using  condition  code  44  on 
an  outpatient  claim)  and  bill  all 
medically  necessary  services  that  it 
provided  to  Part  B  as  outpatient 
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services,  but  only  if  the  change  in 
patient  status  is  made  prior  to  discharge, 
the  hospital  has  not  submitted  a 
Medicare  claim  for  the  admission,  and 
both  the  practitioner  responsible  for  the 
care  of  the  patient  and  the  utilization 
review  committee  concur  in  the 
decision  (Section  50.3,  Chapter  1  of  the 
Medicare  Claims  Processing  Manual 
(Pub.  100-04);  MLN  Matters  article 
SE0622,  “Clarification  of  Medicare 
Payment  Policy  When  Inpatient 
Admission  Is  Determined  Not  To  Be 
Medically  Necessary,  Including  the  Use 
of  Condition  Code  44:  ‘Inpatient 
Admission  Changed  to  Outpatient,’  ’’ 
September  2004).  Medicare  beneficiaries 
are  provided  with  similar  protections 
that  are  outlined  in  the  Hospital 
Conditions  of  Participation.  For 
example,  in  accordance  with  42  CFR 
482.13(b),  Medicare  beneficiaries  have 
the  right  to  participate  in  the 
development  and  implementation  of 
their  plan  of  care  and  treatment,  to  make 
informed  decisions,  and  to  accept  or 
refuse  treatment.  Informed  discharge 
planning  between  the  patient  and 
physician  is  important  for  patient 
autonomy  and  for  achieving  efficient 
outcomes. 

While  the  limited  scope  of  allowed 
rebilling  for  “Part  B  Only”  services 
protects  Medicare  beneficiaries  and 
provides  disincentives  for  hospitals  to' 
admit  patients  inappropriately, 
hospitals  have  expressed  concern  that 
this  policy  provides  inadequate 
payment  for  resoiurces  that  they  have 
expended  to  take  care  of  the  beneficiary 
in  need  of  medically  necessary  hospital 
care,  although  not  necessarily  at  the 
level  of  inpatient  care.  A  significant 
proportion  of  the  Medicare  CERT  error 
rate  consists  of  short  (1-  or  2-day)  stays 
where  the  beneficiary  received 
medically  necessary  services  that  the 
CERT  contractor  determined  should 
have  been  provided  as  outpatient 
services  and  not  as  inpatient  services. 
Hospitals  have  indicated  that  often  they 
do  not  have  the  necessary  staff  (for 
example,  utilization  review  staff  or  case 
managers)  on  hand  after  normal 
business  hours  to  confirm  the 
physician’s  decision  to  admit  the 
beneficiary.  Thus,  for  a  short  stay,  the 
hospital  may  be  unable  to  review  and 
change  a  beneficiary’s  patient  status 
from  inpatient  to  outpatient  prior  to 
discharge  in  accordance  with  the 
condition  code  44  requirements. 

We  have  heard  fi'om  various 
stakeholders  that  hospitals  appear  to  be 
responding  to  the  financial  risk  of 
admitting  Medicare  beneficiaries  for 
inpatient  stays  that  may  later  be  denied 
upon  contractor  review,  by  electing  to 
treat  beneficiaries  as  outpatients 


receiving  observation  services,  often  for 
longer  periods  of  time,  rather  than  admit 
them.  In  recent  years,  the  number  of 
cases  of  Medicare  beneficiaries 
receiving  observation  services  for  more 
than  48  hours,  while  still  small,  has 
increased  fi-om  approximately  3  percent 
in  2006  to  approximately  7.5  percent  in 
2010.  This  trend  is  concerning  because 
of  its  effect  on  Medicare  beneficiaries. 
There  could  be  significant  financial 
implications  for  Medicare  beneficiaries 
of  being  treated  as  outpatients  rather 
than  being  admitted  as  inpatients,  of 
which  CMS  has  informed  beneficiaries.^ 
For  instance,  if  a  beneficiary  is  admitted 
as  an  inpatient,  the  beneficiary  pays  a 
one-time  deductible  for  all  hospital 
services  provided  during  the  first  60 
days  in  the  hospital.  As  a  hospital 
inpatient,  the  beneficiary  would  not  pay 
for  self-administered  drugs  or  have  any 
copayments  for  the  first  60  days; 
whereas  if  the  beneficiary  is  treated  as 
an  outpatient,  the  beneficiary  has  a 
copayment  for  each  individual 
outpatient  hospital  service.  While  the 
Medicare  copayment  for  a  single 
outpatient  hospital  service  cannot  be 
more  than  the  inpatient  hospital 
deductible,  the  beneficiary’s  total 
copayment  for  all  outpatient  services 
may  be  more  than  the  inpatient  hospital 
deductible.  In  addition,  usually  self- 
administered  drugs  provided  in  an 
outpatient  setting  are  not  covered  by 
Medicare  Part  B  and  hospitals  may 
charge  the  beneficiary  for  them.  Also, 
the  time  spent  in  the  hospital  as  an 
outpatient  is  not  counted  towards  the  3- 
day  qualifying  inpatient  stay  that  the 
law  requires  for  Medicare  Part  A 
coverage  of  postacute  care  in  a  SNF 
(section  1861(i)  of  the  Act). 

As  a  result  of  these  concerns  related 
to  the  impact  of  extended  time  as  an 
outpatient  on  Medicare  beneficiaries, 
the  CERT  error  rate,  and  the  impact  on 
hospitals  of  a  later  inpatient  denial, 
CMS  initiated  the  3-year  AB  Rebilling 
Demonstration  for  voluntary  hospital 
participants.  This  demonstration  allows 
the  participants  to  rebill  outside  of  the 
usual  timely  filing  requirements  for 
services  relating  to  all  inpatient  short- 
stay  claims  that  are  denied  for  lack  of 
medical  necessity  because,  despite  tbe 
provision  of  reasonable  and  necessary 
hospital  care,  the  inpatient  admission 
itself  was  denied  as  not  medically 
necessary.  Under  the  demonstration, 
hospitals  may  receive  90  percent  of  the 
allowable  payment  for  all  Part  B 


’  CMS  Pamphlets:  “Are  You  a  Hospital  Inpatient 
or  Outpatient?  If  You  Have  Medicare — Ask!",  CMS 
Product  No.  11435,  Revised,  February  2011;  “How 
Medicare  Covers  Self- Administered  Drugs  Given  in 
Hospital  Outpatient  Settings,”  CMS  Product  No. 
11333,  Revised,  February  2011. 


services  that  would  have  been  medically 
necessary  had  the  beneficiaries 
originally  been  treated  as  outpatients 
and  not  admitted  as  inpatients.  (We  note 
that  hospitals  cannot  rebill  for 
observation  services,  which,  by 
definition,  must  be  ordered 
prospectively  to  determine  whether  an 
inpatient  admission  is  necessary). 
Hospitals  that  participate  in  the  AB 
Rebilling  Demonstration  will  waive  any 
appeal  rights  associated  with  the  denied 
inpatient  claims  eligible  for  rebilling. 
Under  the  demonstration,  Medicare 
beneficiaries  are  protected  from  any 
adverse  impacts  of  expanded  rebilling. 
For  example,  hospitals  cannot  bill  them 
for  self-administered  drugs  or  additional 
cost-sharing.  The  demonstration  will 
provide  information  on  the  impact  that 
expanded  rebilling  may  have  on  the 
Medicare  Trust  Funds,  beneficiaries, 
hospitals,  and  the  CERT  error  rate 
should  CMS  change  its  policy  regarding 
the  services  that  can  be  rebilled  to 
Medicare  Part  B.  The  demonstration  is 
designed  to  evaluate  potential  impacts 
of  expanded  rebilling  on  admission  and 
utilization  patterns,  including  whether 
expanded  rebilling  would  reduce 
hospitals’  incentive  to  make  appropriate 
initial  admission  decisions. 

Hospitals  expressed  significant 
interest  in  the  AB  Rebilling 
Demonstration  which  began  on  January 
1,  2012.  The  demonstration  was 
approved  to  accept  up  to  380 
participants.  In  order  to  participate  in 
the  demonstration,  a  facility  must  not  be 
receiving  periodic  interim  payments 
from  CMS,  and  must  be  a  Medicare- 
participating  hospital  as  defined  by 
section  1886(d)  of  the  Act,  a  category 
that  includes  all  hospitals  paid  under 
the  Medicare  IPPS,  but  excludes 
hospitals  paid  under  the  Inpatient 
Psychiatric  Facilities  (IPF)  PPS,  the  IRF 
PPS,  and  the  LTCH  PPS,  cancer 
hospitals,  CAHs,  and  children’s 
hospitals. 

The  hospitals  that  volunteered  to 
participate  and  were  accepted  in  the 
demonstration  began  rebilling  in  the 
early  spring  of  2012.  We  are  currently 
accepting  applications  to  participate  in 
the  ongoing  AB  Rebilling 
Demonstration,  and  more  information 
about  the  demonstration  is  available  on 
the  CMS  Web  site  at:  http:// 
www.cms.gov/Research-Statistics-Data- 
an  d-Systems/Moni  toring-Programs/ 
CERT/Part_Ajto_Part_B_Rebilling_ 
Demonstration.html.  We  plan  to 
conduct  an  evaluation  of  the 
demonstration  during  and  after  its 
completion.  While  we  are  monitoring 
progress  and  evaluating  the 
demonstration,  we  also  are  soliciting 
public  comments  on  other  actions  we 
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could  potentially  undertake  to  address 
concerns  about  this  issue.  For  example, 
we  have  heard  from  some  stakeholders 
who  have  suggested  a  need  for  us  to 
clarify  our  current  instruction  regarding 
the  circumstances  under  which 
Medicare  will  pay  for  an  admission  in 
order  to  improve  hospitals’  ability  to 
make  appropriate  admission  decisions. 
We  have  issued  instructions  that  the 
need  for  admission  is  a  complex 
medical  judgment  that  depends  upon 
multiple  factors,  including  an 
expectation  that  the  beneficiary  will 
require  an  overnight  stay  in  the  hospital 
{Section  10,  Chapter  1  of  the  Mediccire 
Benefit  Policy  Manual  (Pub.  100-02)). 

We  are  interested  in  receiving  public 
comments  and  suggestions  regarding 
whether  and  how  we  might  improve  our 
current  instructions  and  clarify  the 
application  of  Medicare  payment 
policies  for  both  hospitals  and 
physicians,  keeping  in  mind  the 
challenges  of  implementing  national 
standards  that  are  hroad  enough  to 
contemplate  the  range  of  clinical 
scenarios  but  prescriptive  enough  to 
provide  greater  clarity. 

Some  stakeholders  also  have 
suggested  that  CMS  has  authority  to 
define  whether  a  patient  is  an  inpatient 
or  an  outpatient.  They  believe  that  it 
may  be  permissible  and  appropriate  for 
us  to  redefine  “inpatient”  using 
parameters  in  addition  to  medical 
necessity  and  a  physician  order  that  we 
currently  use,  such  as  length  of  stay  or 
other  variables.  For  example,  currently 
a  beneficiary’s  anticipated  length  of  stay 
at  the  hospital  may  be  a  factor  in 
determining  whether  a  beneficiary 
should  be  admitted  to  the  hospital,  but 
is  not  the  only  factor.  We  have  issued 
instructions  that  state  that,  typically,  the 
decision  to  admit  should  be  made 
within  24  to  48  hours,  and  that 
expectation  of  an  overnight  stay  may  be 
a  factor  in  the  admission  decision 
(Section  20.6,  Chapter  6  and  Section  10, 
Chapter  1  of  the  Medicare  Benefit  Policy 
Manual  (Pub.  100-02)).  However,  we  are 
interested  in  hearing  from  stakeholders 
regarding  whether  it  may  be  appropriate 
and  useful  to  establish  a  point  in  time 
after  which  the  encounter  becomes  an 
inpatient  stay  if  the  beneficiary  is  still 
receiving  medically  necessary  care  to 
treat  or  evaluate  his  or  her  condition. 
Such  a  policy  could  potentially  limft  the 
amount  of  time  that  a  henefixiiary  is 
treated  as  an  putpatient  receiving 
observation  services  before  the  hospital 
encounter  becomes  inpatient,  provided 
the  additional  time  in  the  hospital  is 
medically  necessary.  Currently,  we  do 
not  specify  a  limit  on  the  time  a 
beneficiary  may  be  an  outpatient 


receiving  observation  services,  although, 
in  the  past,  we  have  limited  payment  of 
observation  services  to  a  specific 
timeframe,  such  as  24  or  48  hours.  Some 
in  the  hospital  community  have 
indicated  that  it  may  be  helpful  for  the 
agency  to  establish  more  specific  criteria 
for  patient  status  in  terms  of  how  many 
hours  the  beneficiary  is  in  the  hospital, 
or  to  provide  a  limit  on  how  long  a 
beneficiary  receives  observation  services 
as  an  outpatient.  We  are  inviting  public 
comments  regarding  whether  there 
would  be  more  clarity  regarding  patient 
status  under  such  alternative 
approaches  to  defining  inpatient  status. 
We  also  note  that  it  is  important  for 
CMS  to  maintain  its  ability  to  audit  and 
otherwise  carry  out  its  statutory 
obligation  to  ensure  that  the  Medicare 
program  pays  only  for  reasonable  and 
necessary  care.  We  are  asking  that 
commenters  consider  opportunities  for 
inappropriately  taking  advantage  of  the 
Medicare  system  that  time-based  and 
other  changes  in  criteria  for  patient 
status  may  create. 

Another  option  stakeholders  have 
suggested  is  the  establishment  of  more 
specific  clinical  criteria  for  admission 
and  payment,  such  as  adopting  specific 
clinical  measures  or  requiring  prior 
authorization  for  payment  of  an 
admission.  We  are  inviting  public 
comments  on  this  approach.  In  addition, 
we  are  asking  commenters  to  consider 
how  aligning  payment  rates  more 
closely  with  the  resources  expended  by 
a  hospital  when  providing  outpatient 
care  versus  inpatient  Ccire  of  short 
duration  might  reduce  payment 
disparities  and  influence  financial 
incentives  emd  disincentives  to  admit. 
Finally,  we  are  asking  commenters  to 
consider  the  responsibility  of  hospitals 
to  utilize  all  of  the  tools  necessary  to 
make  appropriate  initial  admission 
decisions.  We  believe  this  is  important 
because  some  hospitals  have  indicated 
that  simply  having  case  management 
and  utilization  review  staff  available  to 
assist  in  decisionmaking  outside  of 
regular  business  hours  may  improve  the 
accuracy  of  admission  decisions. 

In  summary,  there  may  be  several 
ways  of  approaching  the  multifaceted 
issues  that  have  been  raised  in  recent 
months  around  a  beneficiary’s  patient 
status  and  Medicare  hospital  payment. 
Given  the  complexity  of  this  topic,  we 
are  providing  an  update  on  the  rebilling 
demonstration  and  are  seeking  public 
perspectives  on  potential  options  the 
agency  might  adopt  to  provide  more 
clarity  and  consensus  regarding  patient 
status  for  purposes  of  Medicare 
payment.  We  are  inviting  commenters  to 
draw  on  their  knowledge  of  these  issues 
to  offer  any  suggestions  that  they  believe 


would  be  most  helpful  to  them  in 
addressing  the  current  challenges,  while 
keeping  in  mind  the  various  impacts  in 
terms  of  recently  observed  increases  in 
the  length  of  time  for  which  patients 
receive  observation  services,  beneficiary 
liability.  Medicare  spending,  and  the 
feasibility  of  implementation  of  any 
suggested  changes  for  both  the  Medicare 
program  and  hospitals. 

Xn.  Proposed  CY  2013  OPPS  Pajrment 
Status  and  Comment  Indicators 

A.  Proposed  CY  2013  OPPS  Payment 
Status  Indicator  Definitions 

Payment  status  indicators  (Sis)  that 
we  assign  to  HCPCS  codes  and  APCs 
play  an  important  role  in  determining 
payment  for  services  under  the  OPPS. 
They  indicate  whether  a  service 
represented  by  a  HCPCS  code  is  payable 
under  the  OPPS.  or  another  payment 
system  and  also  whether  particular 
OPPS  policies  apply  to  the  code.  The 
proposed  CY  2013  status  indicator 
assignments  for  APCs  and  HCPCS  codes 
are  shown  in  Addendum  A  and 
Addendum  B,  respectively,  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
index.html.  We  note  that,  in  the  past,  a 
majority  of  the  Addenda  referred  to 
throughout  the  preamble  of  our  OPPS/  . 
ASC  proposed  and  final  rules  appeared 
in  the  printed  version  of  the  Federal 
Register  as  part  of  the  annual 
rulemakings.  However,  beginning  with 
the  CY  2012  proposed  rule,  the 
Addenda  will  no  longer  appear  in  the 
printed  version  of  the  OPPS/ASC  rules 
that  are  found  in  the  Federal  Register. 
Instead,  these  Addenda  will  be 
published  and  available  only  via  the 
Internet  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOu  tpa  tien  tPPS/in  dex.html. 

For  CY  2013,  we  are  not  proposing  to 
make  any  changes  to  the  definitions  of 
status  indicators  that  were  listed,  in 
Addendum  Dl  of  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period. 

We  continue  to  believe  that  these 
definitions  of  the  OPPS  status  indicators 
continue  to  be  appropriate  for  our  CY 
2013  proposal. 

The  complete  list  of  the  proposed  CY 
2013  status  indicators  and  their 
definitions  is  displayed  in  Addendum 
Dl  on  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/ index.html. 
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B.  Proposed  CY  2013  Comment 
Indicator  Definitions 

For  the  CY  2013  OPPS,  we  are 
proposing  to  use  the  same  two  comment 
indicators  that  are  in  effect  for  the  CY 
2012  OPPS. 

•  “CH” — Active  HCPCS  codes  in 
current  and  next  calendar  year;  status 
indicator  and/or  APC  assignment  have  . 
changed  or  active  HCPCS  code  that  will 
be  discontinued  at  the  end  of  the 
current  calendar  year. 

•  “NI” — New  code  for  the  next 
calendar  year  or  existing  code  with 
substantial  revision  to  its  code 
descriptor  in  the  next  calendar  year  as 
compeured  to  current  calendar  year, 
interim  APC  assignment;  comments  will 
be  accepted  on  the  interim  APC 
assignment  for  the  new  code. 

We  are  proposing  to  use  the  “CH” 
comment  indicator  in  this  CY  2013 
OPPS/ASC  proposed  rule  to  indicate 
HCPCS  codes  for  which  the  status 
indicator  or  APC  assignment,  or  both, 
are  proposed  for  change  in  CY  2013 
compared  to  their  assignment  as  of  June 
30,  2012.  We  believe  that  using  the 
“CH”  indicator  in  this  CY  2013  OPPS/ 
ASC  proposed  rule  will  facilitate  the 
public’s  review  of  the  changes  that  we 
are  proposing  for  CY  2013.  The  use  of 
the  comment  indicator  “CH”  in 
association  with  a  composite  APC 
indicates  that  the  configruation  of  the 
composite  APC  is  proposed  to  be 
changed  in  this  CY  2013  OPPS/ASC 
proposed  rule. 

We  are  proposing  to  use  the  “CH” 
comment  indicator  in  the  CY  2013 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  HCPCS  codes  for 
which  the  status  indicator  or  APC 
assignment,  or  both,  would  change  in 
CY  2013  compared  to  their  assignment 
as  of  December  31,  2012. 

In  addition,  any  existing  HCPCS  code 
numbers  with  substantial  revisions  to 
the  code  descriptors  for  CY  2013 
compared  to  the  CY  2012  descriptors  are 
labeled  with  comment  indicator  “NI”  in 
Addendum  B  to  this  CY  2013  OPPS/ 

ASC  proposed  rule.  However,  in  order 
to  receive  the  comment  indicator  “NI,” 
the  CY  2013  revision  to  the  code 
descriptor  (compared  to  the  CY  2012 
descriptor)  must  be  significant  such  that 
the  new  code  descriptor  describes  a  new 
service  or  procedure  for  which  the 
OPPS  treatment  may  change.  We  use 
comment  indicator  “NI”  to  indicate  that 
these  HCPCS  codes  are  open  to 
comment  as  part  of  this  CY  2013  OPPS/ 
ASC  proposed  rule.  Like  all  codes 
labeled  with  comment  indicator  “NI,” 
we  will  respond  to  public  comments 
and  finalize  their  OPPS  treatment  in  the 


CY  2014  OPPS/ASC  final  rule  with 
comment  period. 

In  accordance  with  our  usual  practice, 
CPT  and  Level  II  HCPCS  code  numbers 
that  are  new  for  CY  2013  are  also 
labeled  with  comment  indicator  “NI”  in 
Addendum  B  to  this  CY  2013  OPPS/ 

ASC  proposed  rule. 

Only  HCPCS  codes  with  comment 
indicator  “NI”  in  this  CY  2013  OPPS/ 
ASC  proposed  rule  are  subject  to 
comment.  HCPCS  codes  that  do  not 
appear  with  comment  indicator  “NI”  in 
this  CY  2013  OPPS/ASC  proposed  rule 
are  not  open  to  public  comment,  unless 
we  specifically  request  additional 
comments  elsewhere  in  this  proposed 
rule.  The  CY  2013  treatment  of  HCPCS 
codes  that  appear  in  this  CY  2013 
OPPS/ASC  proposed  rule  to  which 
comment  indicator  “NI”  is  not 
appended  will  be  open  for  public 
comment  during  the  comment  period 
for  the  proposed  rule,  and  we  will 
respond  to  those  comments  in  the  CY 
2013  OPPS/ASC  final  rule  with 
comment  period.  We  believe  that  the  CY 
2012  definitiohs  of  the  OPPS  status 
indicators  continue  to  be  appropriate  for 
CY  2013,  and  therefore,  we  are 
proposing  to  continue  to  use  those 
definitions  without  modification  for  CY 
2013.  Their  proposed  definitions  are 
listed  in  Addendum  D2  on  the  CMS 
Web  site  at:  http://www.cms.gov/ 
Medicare /Medicare-Fee-f or-Service- 
Paymen  t/HospitalOu  tpa  tien  tPPS/in  dex. 
html. 

Xni.  OPPS  Policy  and  Payment 
Recommendations 

A.  MedPAC  Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Act  to  advise  the 
Congress  on  issues  affecting  the 
Medicare  program.  As  required  under 
the  statute,  MedPAC  submits  reports  to 
Congress  no  later  than  March  and  June 
of  each  year  that  contain  its  Medicare 
payment  policy  recommendations.  In 
this  section  of  our  proposed  rule,  we 
note  several  recommendations  regarding 
the  Hospital  outpatient  prospective 
payment  system  in  the  March  2012 
report  (“Report  to  the  Congress: 
Medicare  Paymefit  Policy,”  available  on 
MedPAC’s  Web  site  at:  http://www. 
medpac.gov/documents/Marl  2_ 
EntireReport.pdf). 

MedPAC  recommended  that  Congress 
increase  payment  rates  for  the 
outpatient  prospective  payment  system 
in  2013  by  1.0  percent.  We  discuss  our 
proposal  to  follow  the  statutory 
requirements  for  the  CY  2013  OPD  fee 
schedule  increase  factor  in  section  II.B 
of  this  proposed  rule. 


In  addition,  MedPAC  recommended 
that  Congress  enact  legislation  to  reduce 
payment  rates  for  evaluation  and 
management  office  visits  provided  in 
hospital  outpatient  departments  to  the 
rates  paid  for  these  services  in  physician 
offices.  MedPAC  recommended  that  the 
chcmge  be  phased  in  over  3  years. 

During  the  phase-in,  MedPAC  stated 
that  the  associated  payment  reductions 
to  hospitals  with  a  disproportionate 
share  patient  percentage  at  or  above  the 
median  should  be  limited  to  2  percent 
of  overall  Medicare  payments.  MedPAC 
also  recommended  that  the  Secretary  of 
Health  and  Human  Services  conduct  a 
study  by  January  2015  to  examine 
whether  this  policy  change  would 
reduce  access  by  low-income  patients  to 
ambulatory  physician  and  other 
services.  Congress  has  yet  to  accept  this 
recommendation  and  enact  such 
legislation. 

B.  GAO  Recommendations 

Congress  established  the  U.S. 
Government  Accountability  Office 
(GAO)  under  the  Budget  and 
Accounting  Act  of  1921  (Pub.  L.  67-13) 
as  an  independent  agency  that  advises 
Congress  and  the  heads  of  Executive 
agencies  regarding  Federal  program 
expenditures.  The  GAO  conducts  audits 
and  other  analyses  to  ensure  that 
Federal  funds  are  being  spent  efficiently 
and  effectively.  Since  the  issuance  of 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period,  the  GAO  has  not 
released  any  reports  regarding  the 
Hospital  OPPS. 

C.  OIG  Recommendations 

The  mission  of  the  Office  of  the 
Inspector  General  (OIG)  as  mandated  by 
Public  Law  95—452  (as  amended)  is  to 
protect  the  integrity  of  the  Department 
of  Health  and  Human  Services  programs 
and  the  health  and  welfare  of  program 
beneficiaries.  The  OIG  conducts 
independent  audits,  inspections,  and 
investigations  to  improve  the  efficiency 
of  these  programs  and  to  identify  and 
prevent  fraud,  waste  and  abuse.  Since 
the  issuance  of  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period,  the  OIG 
has  not  made  any  recommendations 
regarding  the  Hospital  OPPS. 

Xrv.  Proposed  Updates  to  the 
Ambulatory  Surgical  Center  (ASC) 
Payment  System 

A.  Background 

1.  Legislative  History,  Statutory 
Authority,  and  Prior  Rulemaking  for  the 
ASC  Payment  System 

For  a  detailed  discussion  of  the 
legislative  history  and  statutory 
authority  related  to  ASCs,  we  refer 
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readers  to  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR  74377 
through  74378)  and  the  June  12, 1998 
proposed  rule  (63  FR  32291  through 
32292).  For  a  discussion  of  prior 
rulemaking  on  the  ASC  payment 
system,  we  refer  readers  to  the  GY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74378  through  74379). 

2.  Policies  Governing  Changes  to  the 
Lists  of  Codes  and  Payment  Rates  for 
ASC  Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

Under  §416.2  and  §416.166  of  the 
regulations,  subject  to  certain 
exclusions,  covered  surgical  procedures 
are  surgical  procedures  that  are 
separately  paid  under  the  OPPS,  that 
would  not  be  expected  to  pose  a 
significant  risk.to  beneficiary  safety 
when  performed  in  an  ASC,  and  that 
would  not  be  expected  to  require  active 
medical  monitoring  and  care  at 
midnight  following  the  procedure 
(“overnight  stay”).  We  adopted  this 
standard  for  defining  which  surgical 
procedures  are  covered  under  the  ASC 
payment  system  as  an  indicator  of  the 
complexity  of  the  procedure  and  its 
appropriateness  for  Medicare  payment 
in  ASCs.  We  use  this  standard  only  for 
purposes  of  evaluating  procedures  to 
determine  whether  or  not  they  are 
appropriate  for  Medicare  beneficiaries 
in  ASCs.  We  define  surgical  procedures 
as  those  described  by  Category  I  CPT 
codes  in  the  surgical  range  firom  10000 
through  69999,  as  well  as  those  Category 
III  CPT  codes  and  Level  II  HCPCS  codes 
that  directly  crosswalk  or  are  clinically 
similar  to  ASC  covered  surgical 
procedures  (72  FR  42478). 

In  the  August  2,  2007  final  rule,  we 
also  established  our  policy  to  make 
separate  ASC  payments  for  the 
following  ancillary  items  and  services 
when  they  are  provided  integral  to  ASC 
covered  surgical  procedures:  (1) 
Brachytherapy  sources;  (2)  certain 
implantable  items  that  have  pass¬ 
through  status  under  the  OPPS;  (3) 
certain  items  and  services  that  we  , 
designate  as  contractor-priced, 
including,  but  not  limited  to, 
procurement  of  corneal  tissue;  (4) 
certain  drugs  and  biologicals  for  which 
separate  payment  is  allowed  under  the 
OPPS;  and  (5)  certain  radiology  services 
for  which  separate  payment  is  allowed 
under  the  OPPS.  These  covered 
ancillary  services  are  specified  in 
§  416.164(b)  and,  as  stated  previously, 
are  eligible  for  separate  ASC  payment 
(72  FR  42495).  Payment  for  ancillary 
items  and  services  that  are  not  paid 
separately  under  the  ASC  payment 
system  is  packaged  into  the  ASC 


payment  for  the  covered  surgical 
procedure. 

We  update  the  lists  of,  and  payment 
rates  for,  covered  surgical  procedures 
and  covered  ancillary  services  in 
conjunction  with  the  annual  proposed 
and  final  rulemaking  process  to  update 
the  OPPS  and  the  ASC  payment  system 
(§  416.173;  72  FR  42535).  In  addition,  as 
discussed  in  detail  in  section  XIV.B.  of 
this  proposed  rule,  because  we  base 
ASC  payment  policies  for  covered 
surgical  procedures,  drugs,  biologicals, 
and  certain  other  covered  ancillary 
services  on  the  OPPS  payment  policies, 
we  also  provide  quarterly  update  change 
requests  (CRs)  for  ASC  services 
throughout  the  year  (January,  April, 

July,  and  October).  CMS  releases  new 
Level  II  codes  to  the  public  or 
recognizes  the  release  of  new  CPT  codes 
by  the  AMA  and  makes  these  codes 
effective  (that  is,  the  codes  are 
recognized  on  Medicare  claims)  outside 
of  the  formal  rulemaking  process  via 
these  ASC  quarterly  update  CRs.  Thus, 
the  updates  are  to  implement  newly 
created  Level  II  HCPCS  and  Category  III 
CPT  codes  for  ASC  payment  and  to 
update  the  payment  rates  for  separately 
paid  drugs  and  biologicals  based  on  the 
most  recently  submitted  ASP  data.  New 
Category  I  CPT  codes,  except  vaccine 
codes,  are  released  only  once  a  year  and, 
therefore,  are  implemented  only  through 
the  January  quarterly  update.  New 
Category  I  CPT  vaccine  codes  are 
released  twice  a  year  and,  therefore,  are 
implemented  through  the  January  and 
July  quarterly  updates.  We  refer  readers 
to  Table  41  in  the  CY  2012  OPPS/ASC 
proposed  rule  for  the  process  used  to 
update  the  HCPCS  and  CPT  codes  (76 
FR  42291). 

In  our  annual  updates  to  the  ASC  list 
of,  and  payment  rates  for,  covered 
surgical  procedures  and  covered 
ancillary  services,  we  undertake  a 
review  of  excluded  surgical  procedures 
(including  all  procedures  newly 
proposed  for  removal  from  the  OPPS 
inpatient  list),  new  procedures,  and 
procedures  for  which  there  is  revised 
coding,  to  identify  any  that  we  believe 
meet  the  criteria  for  designation  as  ASC 
covered  surgical  procedures  or  covered 
ancillary  services.  Updating  the  lists  of 
covered  surgical  procedures  and 
covered  ancillary  services,  as  well  as 
their  payment  rates,  in  association  with 
the  annual  OPPS  rulemaking  cycle  is 
particularly  important  because  the 
OPPS  relative  payment  weights  and,  in 
some  cases,  payment  rates,  are  used  as 
the  basis  for  the  payment  of  covered 
surgical  procedures  and  cov^d^ 
ancillary  services  under  the  raised  ASC 
payment  system.  This  joint  update 
process  ensures  that  the  ASC  updates 


occur  in  a  regular,  predictable,  and 
timely  manner. 

B.  Proposed  Treatment  of  New  Codes 

1.  Proposed  Process  for  Recognizing 
New  Category  I  and  Category  III  CPT 
Codes  and  Level  II  HCPCS  Codes 

CPT  and  Level  II  HCPCS  codes  are 
used  to  report  procedures,  services, 
items,  and  supplies  under  the  ASC 
payment  system.  Specifically,  we 
recognize  the  following  codes  on  ASC 
claims:  (1)  Category  I  CPT  codes,  which 
describe  surgical  procedures:  (2) 

Category  III  CPT  codes,  which  describe 
new  and  emerging  technologies, 
services,  and  procedures:  and  (3)  Level 
II  HCPCS  codes,  which  are  used 
primarily  to  identify  products,  supplies, 
temporary  procedures,  and  services  not 
described  by  CPT  codes. 

We  finalized  a  policy  in  the  August  2, 
2007  final  rule  to  evaluate  each  year  all 
new  Category  I  and  Category  III  CPT 
codes  and  Level  II  HCPCS  codes  that 
describe  surgical  procedures,  and  to 
make  preliminary  determinations 
during  the  annual  OPPS/ASC 
rulemaking  process  regarding  whether 
or  not  they  meet  the  criteria  for  pa5maent 
in  the  ASC  setting  as  covered  surgical 
procedures  and,  if  so,  whether  they  are 
office-based  procedures  (72  FR  42533 
through  42535).  In  addition,  we  identify 
new  codes  as  ASC  covered  ancillary 
services  based  upon  the  final  payment 
policies  of  the  revised  ASC  payment 
system. 

We  have  separated  our  discussion 
below  into  two  sections  based  on 
whether  we  are  proposing  to  solicit 
public  comments  in  this  CY  2013  OPPS/ 
ASC  proposed  rule  (and  respond  to 
those  comments  in  the  CY  2013  OPPS/ 
ASC  final  rule  with  comment  period)  or 
whether  we  will  be  soliciting  public 
comments  in  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period  (and 
responding  to  those  comments  in  the  CY 
2014  OPPS/ASC  final  rule  with 
comment  period). 

We  note  that  we  sought  public 
comment  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  on  the 
new  CPT  and  Level  II  HCPCS  codes  that 
were  effective  January  1,  2012.  We  also 
sought  public  comments  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  on  the  new  Level  II  HCPCS  codes 
effective  October  1,  2011.  These  new 
codes,  with  an  effective  date  of  October 
1,  2011,  or  January  1,  2012,  were  flagged 
with  comment  indicator  “NI”  in 
Addenda  AA  and  BB  to  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  that  we  were 
assigning  them  an  interim  payment 
status  and  payment  rate,  if  applicable. 
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which  were  subject  to  public  comment 
following  publication  of  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period.  We  will  respond  to  public 
comments  and  finalize  the  ASC 
treatment  of  these  codes  in  the  CY  2013 
OPPS/ASC  final  rule  with  comment 
period. 

2.  Proposed  Treatment  of  New  Level  II 
HCPCS  Codes  and  Category  III  CPT 
Codes  Implemented  in  April  and  July 
2012  for  Which  We  Are  Soliciting 
Public  Comments  in  This  CY  2013 
OPPS/ASC  Proposed  Rule 

In  the  April  and  July  CRs,  we  made 
effective  for  April  1,  2012  or  July  1, 

2012,  respectively,  a  total  of  12  new 
Level  II  HCPCS  codes  and  5  new 
Category  III  CPT  codes  that  were  not 
addressed  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period.  The  12 
new  Level  11  HCPCS  codes  describe 
covered  ancillary  services. 

In  the  April  2012  ASC  quarterly 
update  (Transmittal  2425,  CR  7754, 
dated  March  16,  2012),  we  added  one 
new  radiology  Level  II  HCPCS  code  and 
four  new  drug  and  biological  Level  II 
HCPCS  codes  to  the  list  of  covered 
ancillary  services.  Specifically,  as 
displayed  in  Table  36  below,  we  added 
the  following  codes  to  the  list  of  covered 
ancillary  services: 

•  HCPCS  code  C9288  (Injection, 
centruroides  (scorpion)  immune  f(ab)2 
(equine),  1  vial); 

•  HCPCS  code  C9289  (Injection, 
asparaginase  Erwinia  chrysanthemi, 
1,000  international  units  (I.U.)); 

•  HCPCS  code  C9290  (Injection, 
bupivacaine  liposome,  1  mg); 

•  HCPCS  code  C9291  (Injection, 
aflibercept,  2  mg  vial);  and 

•  HCPCS  code  C9733  (Non- 
ophthalmic  fluorescent  vascular 
angiography). 

In  the  July  2012  quarterly  update 
(Transmittal  2479,  Change  Request 
7854,  dated  May  25,  2012),  we  added 
seven  new  drug  and  biological  Level  II 
HCPCS  codes  to  the  list  of  covered 


ancillary  services.  Specifically,  as 
displayed  in  Table  37  below,  we  added 
the  following  codes  to  the  list  of  covered 
ancillary  services: 

•  HCPCS  code  C9368  (Grafix  core,  per 
square  centimeter): 

•  HCPCS  code  C9369  (Grafix  prime, 
per  square  centimeter); 

•  HCPCS  code  Q2034  (Influenza  virus 
vaccine,  split  virus,  for  intramuscular 
use  (Agriflu)); 

•  HCPCS  code  Q2045  (Injection, 
human  fibrinogen  concentrate,  1  mg); 

•  HCPCS  code  Q2046  (Injection, 
aflibercept,  1  mg); 

•  HCPCS  code  Q2048  (Injection, 
doxorubicin  hydrochloride,  liposomal, 
doxil,  10  mg):  and 

•  HCPCS  code  Q2049  (Injection, 
doxorubicin  hydrochloride,  liposomal, 
imported  lipodox,  10  mg). 

We  note  that  HCPCS  code  Q2045  . 
replaced  code  J1680,  HCPCS  code 
Q2046  replaced  code  C9291,  and 
HCPCS  code  Q2048  replaced  code  J9001 
beginning  July  1,  2012. 

We  assigned  payment  indicator  “K2” 
(Drugs  and  biologicals  paid  separately 
when  provided  integral  to  a  surgical 
procedure  on  the  ASC  list;  payment 
based  on  OPPS  rate)  to  the  10  new  Level 
II  HCPCS  codes  that  eire  separately  paid 
when  providedlh  ASCs.  We  assigned 
payment  indicator  “Ll”  (Influenza 
vaccine;  pneumococcal  vaccine; 
packaged  item/service;  no  separate 
payment  made)  or  payment  indicator 
“Nl”  (Packaged  service/item;  no 
separate  payment  made)  to  the  two  new 
Level  II  HCPCS  codes  that  are  packaged 
when  provided  in  ASCs.  We  are 
soliciting  public  comment  on  the 
proposed  CY  2012  ASC  payment 
indicators  and  payment  rates  for  the 
covered  ancillary  services  listed  in 
Tables  36  and  37  below.  Those  HCPCS 
codes  became  payable  in  ASCs, 
beginning  in  April  or  July  2012,  and  are 
paid  at  the  ASC  rates  posted  for  the 
appropriate  calendar  quarter  on  the 
CMS  Web  site  at:  http://www.cnis.gov/ 
Medicare/Medicare-Fee-for-Service- 


Payment/ASCPaywent/1  l_Addenda_ 
Updates.html. 

The* HCPCS  codes  listed  in  Table  36 
are  included  in  Addendum  BB  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the' CMS  Web  site).  We 
note  that  all  ASC  addenda  are  only 
available  via  the  Internet  on  the  CMS 
Web  site.  Because  the  payment  rates 
associated  with  the  new  Level  II  HCPCS 
codes  that  became  effective  for  July 
2012  (listed  in  Table  37)  are  not 
available  to  us  in  time  for  incorporation 
into  the  Addenda  to  this  OPPS/ASC 
proposed  rule,  our  policy  is  to  include 
these  HCPCS  codes  and  their  proposed 
payment  indicators  and  payment  rates 
in  the  preamble  to  the  proposed  rule  but 
not  in  the  Addenda  to  the  proposed 
rule.  These  codes  and  their  final 
payment  indicators  and  rates  will  be 
included  in  the  appropriate  Addendum 
to  the  CY  2013  OPPS/ASC  final  rule 
with  comment  period.  Thus,  the  codes 
implemented  by  the  July  2012  ASC 
quarterly  update  CR  and  their  proposed 
CY  2013  payment  rates  (based  on  July 
2012  ASP  data)  that  are  displayed  in 
Table  37  are  not  included  in  Addendum 
BB  to  this  proposed  rule  (which  is 
available  via  the  Internet  on  the  CMS 
Web  site).  The  final  list  of  covered 
ancillary  services  and  the  associated 
payment  weights  and  payment 
indicators  will  be  included  in 
Addendum  BB  to  the  CY  2013  OPPS/ 
ASC  final  rule  with  comment  period, 
consistent  with  our  annual  update 
policy.  We  are  soliciting  public 
comment  on  these  proposed  payment 
indicators  and  the  proposed  payment 
rates  for  the  new  Level  II  HCPCS  codes 
that  were  newly  recognized  as  ASC 
covered  ancillary  services  in  April  and 
July  2012  through  the  quarterly  update 
CRs,  as  listed  in  Tables  36  and  37 
below.  We  are  proposing  to  finalize 
their  payment  indicators  and  their 
payment  rates  in  the  CY  2013  OPPS/ 
ASC  final  rule  with  comment  period. 


Table  36— New  Level  II  HCPCS  Codes  for  Covered  Ancillary  Services  Implemented  in  April  2012 


CY  2012 
HCPCS  code 

CY  2012  long  descriptor 

Proposed 

CY2013 

payment 

indicator 

C9288  . 

Injection,  centruroides  (scorpion)  immune  f(ab)2  (equine),  1  vial  . 

K2 

C9289  . 

Injection,  cisparaginase  Erwinia  chrysanthemi,  1 ,000  international  units  (I.U.) . 

K2 

C9290  . 

Injection,  bupivacaine  liposome,  1  mg . . 

K2 

C9291  . 

Injection,  aflibercept,  2  mg  vial  . 

K2 

C9733  . 

Non-ophthalmic  fluorescent  vascular  angiography  . . 

Nl 
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'  Table  37— New  Level  II  HCPCS  Codes  for  Covered  Ancillary  Services  Implemented  in  July  2012 


CY2012 
HCPCS  code 


C9369  .  Grafix  prime,  per  square  centimeter 


02046  .  Injection,  aflibercept,  1  mg* 


*  HCPCS  code  02045  replaced  code  J1680,  HCPCS  code  02046  replaced  code  C9291,  and  HCPCS  code  02048  replaced  code  J9001  be¬ 
ginning  July  1,  2012. 


Through  the  July  2012  quarterly 
update  CR,  we  also  implemented  ASC 
payment  for  five  new  Category  III  CPT 
codes  as  ASC  covered  surgical 
procedures,  effective  July  1,  2012.  These 
codes  are  listed  in  Table  38  below,  along 
with  their  proposed  payment  indicators 
and  proposed  payment  rates  for  CY 
2013.  Because  the  payment  rates 
associated  with  the  new  Category  III 
CPT  codes  that  became  effective  for  July 
are  not  available  to  us  in  time  for 
incorporation  into  the  Addenda  to  this 
OPPS/ASC  proposed  rule,  our  policy  is 
to  include  the  codes,  their  proposed 
payment  indicators,  and  proposed 
payment  rates  in  the  preamble  to  the 


proposed  rule  but  not  in  the  Addenda 
to  the  proposed  rule.  The  codes  listed  in 
Table  38  and  their  final  payment 
indicators  and  rates  will  be  included  in 
Addendum  AA  to  the  CY  2013  OPPS/ 
ASC  final  rule  with  comment  period. 

We  are  proposing  to  assign  payment 
indicator  “G2”  (Non-office-based 
surgical  procedure  added  in  CY  2008  or 
later;  payment  based  on  OPPS  relative 
payment  weight)  to  three  of  the  five  new 
Category  III  CPT  codes  implemented  in 
July  2012  and  to  assign  payment 
indicator  “J8”  (Device-intensive 
procedure  added  to  ASC  list  in  CY  2008 
or  later;  paid  at  adjusted  rate)  to  the 
remaining  two  new  Category  III  CPT 


codes  implemented  in  July  2012.  We 
believe  that  these  procedures  would  not 
be  expected  to  pose  a  significant  safety 
risk  to  Medicare  beneficiaries  or  would 
not  be  expected  to  require  an  overnight 
stay  if  performed  in  ASCs.  We  are 
soliciting  public  comment  on  these 
proposed  payment  indicators  and  the 
payment  rates  for  the  new  Category  III 
CPT  codes  that  were  newly  recognized 
as  ASC  covered  surgical  procedures  in 
July  2012  through  the  quarterly  update 
CR,  as  listed  in  Table  38  below.  We  are 
proposing  to  finalize  their  payment 
indicators  and  their  payment  rates  in 
the  CY  2013  OPPS/ASC  final  rule  with 
comment  period. 


Table  38— New  Category  III  CPT  Codes  Implemented  in  July  2012  as  ASC  Covered  Surgical  Procedures 


CY  2012  CPT 
r  code 

CY  2012  long  descriptor 

Proposed 

CY  2013 
payment 
indicator 

Proposed 

CY  2013 
payment 
rate 

0302T  . 

Insertion  or  removal  and  replacement  of  intracardiac  ischemia  monitoring  system  including 
imaging  supervision  and  interpretation  when  performed  and  intra-operative  interrogation 
and  programming  when  performed;  complete  system  (includes  device  and  electrode). 

J8 

$7,181.95 

’■  0303T  . 

Insertion  or  removal  and  replacement  of  intracardiac  ischemia  monitoring  system  including 
imaging  supervision  and  interpretation  when  performed  and  intra-operative  interrogation 
and  programming  when  performed;  electrode  only. 

G2 

2,129.99 

0304T  . 

Insertion  or  removal  and  replacement  of  intracardiac  ischemia  monitoring  system  including 
imaging  supen/ision  and  interpretation  when  performed  and  intra-operative  interrogation 
and  programming  when  performed;  device  only. 

J8 

5,816.80 

0307T  . 

Removal  of  intracardiac  ischemia  monitoring  device  . . 

G2 

968.15 

0308T  . 

Is 

Insertion  of  ocular  telescope  prosthesis  including  removal  of  crystalline  lens  * . . . 

G2 

!  940.65 

*CPT  code  0308T  replaced  HCPCS  code  C9732  beginning  July  1,  2012. 


3.  Proposed  Process  for  New  Level  II 
HCPCS  Codes  and  Category  I  and  III 
CPT  Codes  for  Which  We  Will  Be 
Soliciting  Public  Comments  in  the  CY 
2013  OPPS/ASC  Final  Rule  With 
Comment  Period 

As  has  been  our  practice  in  the  past, 
we  incorporate  those  new  Category  I 
and  Category  III  CPT  codes  and  new 
Level  II  HCPCS  codes  that  are  effective 
January  1  in  the  final  rule  with 
comment  period  updating  the  ASC 
payment  system  for  the  following 
calendar  year.  These  codes  are  released 


to  the  public  via  the  CMS  HCPCS  (for 
Level  II  HCPCS  codes)  and  AMA  Web 
sites  (for  CPT  codes),  and  also  through 
the  January  ASC  quarterly  update  CRs. 
In  the  past,  we  also  have  released  new 
Level  II  HCPCS  codes  that  are  effective 
October  1  through  the  October  ASC 
quarterly  update  CRs  and  incorporated 
these  new  codes  in  the  final  rule  with 
comment  period  updating  the  ASC 
payment  system  for  the  following 
calendar  year.  All  of  these  codes  are 
flagged  with  comment  indicator  “NI”  in 
Addenda  AA  and  BB  to  the  OPPS/ASC 


final  rule  with  comment  period  to 
indicate  that  we  are  assigning  them  an 
interim  payment  status  which  is  subject 
to  public  comment.  The  payment 
indicator  and  payment  rate,  if 
applicable,  for  all  such  codes  flagged 
with  comment  indicator  “NI”  are  open 
to  public  comment  in  the  OPPS/ASC 
final  rule  with  comment  period,  and  we 
respond  to  these  comments  in  the  final 
rule  with  comment  period  for  the  next 
calendar  year’s  OPPS/ASC  update. 

We  are  proposing  to  continue  this 
process  for  CY  2013.  Specifically,  for  CY 


45162 


Federal  Register / Vol.  77,  No.  1467Monday,  July  30,  2012 /Proposed  Rules 


2013,  we  are  proposing  to  include  in 
Addenda  AA  and  BB  to  the  CY  2013 
OPPS/ASC  final  rule  with  comment 
period  the  new  Category  I  and  III  CPT 
codes  effective  January  1,  2013,  that 
would  be  incorporated  in  the  January 
2013  ASC  quarterly  update  CR  and  the 
new  Level  II  HCPCS  codes,  effective 
October  1,  2012  or  January  1,  2013,  that 
would  be  released  by  CMS  in  its 
October  2012  and  January  2013  ASC 
quarterly  update  CRs.  These  codes 
would  be  flagged  with  comment 
indicator  “NI”  in  Addenda  AA  and  BB 
to  the  CY  2013  OPPS/ASC  final  rule 
with  comment  period  to  indicate  that  i 
we  have  assigned  them  an  interim 
payment  status.  Their  payment 
indicators  and  payment  rates,  if 


applicable,  would  be  open  to  public 
comment  in  the  CY  2013  OPPS/ASC 
final  rule  with  comment  period  and 
would  be  finalized  in  the  CY  2014 
OPPS/ASC  final  rule  with  comment 
period. 

C.  Proposed  Update  to  the  Lists  of  ASC 
Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

1.  Covered  Surgical  Procedures 

a.  Proposed  Additions  to  the  List  of  ASC 
Covered  Surgical  Procedures 

We  conducted  a  review  of  all  HCPCS 
codes  that  currently  are  paid  under  the 
OPPS,  but  not  included  on  the  ASC  list 
of  covered  surgical  procedures,  to 
determine  if  changes  in  technology  and/ 


or  medical  practice  changed  the  clinical 
appropriateness  of  these  procedures  for 
the  ASC  setting.  We  are  proposing  to 
update  the  list  of  ASC  covered  surgical 
procedures  by  adding  16  procedures  to 
the  list.  We  determined  that  these  16 
procedures  would  not  be  expected  to 
pose  a  significant  safety  risk  to  Medicare 
beneficiaries  and  would  not  be  expected 
to  require  an  overnight  stay  if  performed 
in  ASCs. 

The  16  procedures  that  we  are 
proposing  to  add  to  the  ASC  list  of 
covered  surgical  procedures,  including 
their  HCPCS  code  long  descriptors  and 
proposed  CY  2013  payment  indicators, 
are  displayed  in  Table  39  below.  We 
invite  public  comment  on  this  proposal. 


Table  39— Proposed  New  ASC  Covered  Surgical  Procedures  for  CY  2013 


CY  2012  HCPCS 
code 

CY  2012  long  descriptor 

Proposed 
CY  2013 
ASC 
payment 
indicator** 

37205  . 

Transcatheter  placement  of  an  intravascular  stent(s)  (except  coronary,  carotid,  vertebral,  iliac,  and  lower  ex¬ 
tremity  arteries),  percutaneous;  initial  vessel. 

G2 

37206  . 

Transcatheter  placement  of  an  intravascular  stent(s)  (except  coronary,  carotid,  vertebral,  iliac,  and  lower  ex¬ 
tremity  arteries),  percutaneous;  each  additional  vessel  (list  separately  in  addition  to  code  for  primary  proce¬ 
dure). 

G2 

37224  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral,  popliteal  artery(s),  unilateral;  with 
transluminal  angioplasty. 

G2 

37225  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral,  popliteal  artery(s),  unilateral;  with 
atherectomy,  includes  angioplasty  within  the  same  vessel,  when  performed. 

G2 

37226  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral,  popliteal  artery(s),  unilateral;  with 
transluminal  stent  placement(s),  includes  angioplasty  within  the  same  vessel,  when  performed. 

G2 

37227  . 

Revascularization,  endovascular,  open  or  percutaneous,  femoral,  popliteal  artery(s),  unilateral;  with 
transluminal  stent  placement(s)  and  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  per¬ 
formed. 

J8 

37228  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial,  peroneal  artery,  unilateral,  initial  vessel;  with 
transluminal  angioplasty. 

G2 

37229  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial,  peroneal  artery,  unilateral,  initial  vessel;  with 
atherectomy,  includes  angioplasty  within  the  same  vessel,  when  performed. 

G2 

37230  . i 

Revascularization,  endovascular,  open  or  percutaneous,  tibial,  peroneal  artery,  unilateral,  initial  vessel;  with 
transluminal  stent  placement(s),  includes  angioplasty  within  the  seime  vessel,  when  performed. 

G2 

37231  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial,  peroneal  artery,  unilateral,  initial  vessel;  with 
transluminal  stent  placement(s)  and  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  per¬ 
formed. 

J8 

37232  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  ves¬ 
sel;  with  transluminal  angioplasty  (list  separately  in  addition  to  code  for  primary  procedure). 

G2 

37233  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  ves¬ 
sel;  with  atherectomy,  includes  angioplasty  within  the  same  vessel,  when  performed  (list  separately  in  addi¬ 
tion  to  code  for  primary  procedure). 

G2 

37234  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  ves¬ 
sel;  with  transluminal  stent  placement(s),  includes  angioplasty  within  the  same  vessel,  when  performed  (list 
separately  in  addition  to  co^  for  primary  procedure).  ' 

G2 

37235  . 

Revascularization,  endovascular,  open  or  percutaneous,  tibial/peroneal  artery,  unilateral,  each  additional  ves¬ 
sel;  with  transluminal  stent  placement(s)  and  atherectomy,  includes  angioplasty  within  the  same  vessel, 
when  performed  (list  separately  in  addition  to  code  for  primary  procedure). 

G2 

0299T  . 

Extracorporeal  sho^  wave  for  integumentary  wound  healing,  high  energy,  including  topical  application  and 
dressing  care;  initial  wound. 

R2* 

0300T  . 

Extracorporeal  shock  wave  for  integumentary  wound  healing,  high  energy,  including  topical  application  and 
dressing  care. 

R2* 

*  If  designation  is  temporary. 

**  Proposed  payment  indicators  are  based  on  a  comparison  of  the  proposed  rates  according  to  the  ASC  standard  ratesetting  methodology  and 
the  MPFS  propo^  rates.  At  the  time  this  proposed  rule  is  being  developed  for  publication,  current  law  authorizes  a  negative  update  to  the 
MPFS  payment  rates  for  CY  2013.  For  a  discussion  of  those  rates,  we  refer  readers  to  the  CY  2013  MPFS  proposed  rule. 
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b.  Proposed  Covered  Surgical 
Procedures  Designated  as  Office-Based 

(1)  Background 

In  the  August  2,  2007  ASC  final  rule, 
we  finalized  our  policy  to  designate  as 
“office-based”  those  procedures  that  are 
added  to  the  ASC  list  of  covered 
surgical  procedures  in  CY  2008  or  later 
years  that  we  determine  are  performed 
predominantly  (more  than  50  percent  of 
the  time)  in  physicians’  offices  based  on 
consideration  of  the  most  recent 
available  volume  and  utilization  data  for 
each  individual  procedure  code  and/or, 
if  appropriate,  the  clinical 
chcuacteristics,  utilization,  and  volume 
of  related  codes.  In  that  rule,  we  also 
finalized  our  policy  to  exempt  all 
procedures  on  the  CY  2007  ASC  list 
from  application  of  the  office-based 
classification  (72  FR  42512).  The 
procedures  that  were  added  to  the  ASC 
list  of  covered  surgical  procedures 
beginning  in  CY  2008  that  we 
determined  were  office-based  were 
identified  in  Addendum  AA  to  that  rule 
by  payment  indicator  “P2”  (Office- 
based  surgical  procedure  added  to  ASC 
list  in  CY  2008  or  later  with  MPFS 
nonfacility  PE  RVUs;  payment  based  on 


OPPS  relative  payment  weight):  “P3” 
(Office-based  surgical  procedures  added 
to  ASC  list  in  CY  2008  or  later  with 
MPFS  nonfacility  PE  RVUs;  payment 
based  on  MPFS  nonfacility  PE  RVUs);  or 
“R2”  (Office-based  surgical  procedure 
added  to  ASC  list  in  CY  2008  or  later 
without  MPFS  nonfacility  PE  RVUs; 
payment  based  on  OPPS  relative 
payment  weight),  depending  on  whether 
we  estimated  it  would  be  paid  according 
to  the  standard  ASC  payment  • 
methodology  based  on  its  OPPS  relative 
payment  weight  or  at  the  MPFS 
nonfacility  PE  RVU-based  amount. 

Consistent  with  our  final  policy  to 
annually  review  and  update  the  list  of 
surgical  procedures  eligible  for  payment 
in  ASCs,  each  year  we  identify  surgical 
procedures  as  either  temporarily  office- 
based,  permanently  office-based,  or  non¬ 
office-based,  after  taking  into  account 
updated  volume  and  utilization  data. 

(2)  Proposed  Changes  for  CY  2013  to 
Covered  Surgical  Procedures  Designated 
as  Office-Based 

In  developing  this  proposed  rule,  we 
followed  our  policy  to  annually  review 
and  update  the  surgical  procedures  for 
which  ASC  payment  is  made  and  to 


identify  new  procedures  that  may  be 
appropriate  for  ASC  payment,  including 
their  potential  designation  as  office- 
based.  We  reviewed  CY  2011  volume 
and  utilization  data  and  the  clinical 
characteristics  for  all  surgical 
procedures  that  are  assigned  payment 
indicator  “G2”  in  CY  2012,  as  well  as 
for  those  procedures  assigned  one  of  the 
temporary  office-based  payment 
indicators,  specifically  “P2*,”  “P3*,”  or 
“R2*”  in  the  CY  2012  OPPS/ ASC  final 
rule  with  comment  period  (76  FR  74400 
through  74408). 

Our  review  of  the  CY  2011  volume 
and  utilization  data  resulted  in  our 
identification  of  six  covered  surgical 
procedures  that  we  believe  meet  the 
criteria  for  designation  as  office-based. 
The  data  indicate  that  the  procedures 
are  performed  more  than  50  percent  of 
the  time  in  physicians’  offices,  and  that 
our  medical  advisors  believe  the 
services  are  of  a  level  of  complexity 
consistent  with  other  procedures 
performed  routinely  in  physicians’ 
offices.  The  six  CPT  codes  we  are 
proposing  to  permanently  designate  as 
office-based  are  listed  in  Table  40 
below.  We  invite  public  comment  oh 
this  proposal. 


Table  40— ASC  Covered  Surgical  Procedures  Proposed  for  Permanent  Office-Based  Designation  for  CY 

2013 


CY  2012  CPT 
code 

CY  2012  long  descriptor 

CY  2012 
ASC 
payment 
indicator 

Proposed 

CY2013 

ASC 

»  payment 
indicator* 

31295  . 

Nasal/sinus  endoscopy,  surgical;  with  dilation  ofjnaxillary  sinus  ostium  (eg,  balloon  dilation), 
transnasal  or  via  canine  fossa. 

G2 

P2 

31296  . 

Nasal/sinus  endoscopy,  surgical;  with  dilation  of  frontal  sinus  ostium  (eg,  balloon  dilation) . 

G2 

P2 

31297  . 

Nasal/sinus  endoscopy,  surgical;  with  dilation  of  sphenoid  sinus  ostium  (eg,  balloon  dilation)  .. 

G2 

P2 

53860  . . 

Transurethral  radiofrequency  micro-remodeling  of  the  femafe  bladder  neck  and  proximal  ure¬ 
thra  for  stress  urinary  incontinence. 

G2 

P2 

64566  . 

Posterior  tibial  neurostimulation,  percutaneous  needle  electrode,  single  treatment,  includes 
programming. 

G2 

P3 

G0365  . 

Vessel  mapping  of  vessels  for  hemodialysis  access  (sen/ices  for  preoperative  vessel  mapping 
prior  to  creation  of  hemodialysis  access  using  an  autogenous  hemodialysis  conduit,  includ¬ 
ing  arterial  inflow  and  venous  outflow). 

G2 

P2 

*  Proposed  payment  indicators  are  based  on  a  comparison  of  the  proposed  rates  according  to  the  ASC  standard  ratesetting  methodology  and 
the  MPFS  proposed  rates.  At  the  time  this  proposed  rule  is  being  developed  for  publication,  current  law  authorizes  a  negative  update  to  the 
MPFS  payment  rates  for  CY  2013.  For  a  discussion  of  those  rates,  we  refer  readers  to  the  CY  2013  MPFS  proposed  rule. 


We  also  reviewed  CY  2011  volume 
and  utilization  data  and  other 
information  for  the  eight  procedures 
finalized  for  temporary  office-based 
status  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR  74404 
through  74408).  Among  these  eight 
procedures,  there  were  very  few  claims 
data  for  six  procedures:  CPT  code  0099T 
(Implantation  of  intrastromal  comeal 
ring  segments);  CPT  code  0124T 
(Conjunctival  incision  with  posterior 
extrascleral  placement  of 


pharmacological  agent  (does  not  include 
supply  of  medication)):  CPT  code  0226T 
(Anoscopy,  high  resolution  (HRA)  (with 
magnification  and  chemical  agent 
enhancement);  diagnostic,  including 
collection  of  specimen(s)  by  brushing  or 
washing  when  performed);  CPT  code 
0227T  (Anoscopy,  high  resolution 
(HRA)  (with  magnification  and  chemical 
agent  enhancement);  with  biopsy(ies)); 
CPT  code  C9800  (Dermal  injection 
procedure(s)  for  facial  lipodystrophy 
syndrome  (LDS)  and  provision  of 


Radiesse  or  Sculptra  dermal  filler, 
including  all  items  and  supplies):  and 
CPT  code  67229  (Treatment  of  extensive 
or  progressive  retinopathy,  one  or  more 
sessions;  preterm  infant  (less  than  37 
weeks  gestation  at  birth),  performed 
from  birth  up  to  1  year  of  age  (eg, 
retinopathy  of  prematurity), 
photocoagulation  or  cryoAerapy). 
Consequently,  we  are  proposing  to 
maintain  their  temporary  office-based 
designations  for  CY  2013. 
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The  volume  and  utilization  data  for 
the  remaining  two  procedures  that  have 
temporary  office-based  designations  for 
CY  2012  are  sufficient  to  indicate  that 
these  procedures  are  not  performed 
predominantly  in  physicians’  offices 
and,  therefore,  should  not  be  assigned 
an  office-based  payment  indicator  in  CY 
2013.  Consequently,  we  are  proposing  to 
assign  payment  indicator  “G2”  to  the 


following  two  covered  surgical 
procedure  codes  in  CY  2013: 

•  CPT  code  37761  (Ligation  of 
perforator  vein(s),  subfascial,  open, 
including  ultrasound  guidance,  when 
performed,  1  leg);  and 

•  CPT  code  0232T  (Injection(s), 
platelet  rich  plasma,  any  tissue, 
including  image  guidance,  harvesting 
and  preparation  when  performed). 

The  proposed  CY  2013  payment 
indioator  designations  for  the  eight 


procedures  that  were  temporarily 
designated  as  office-based  in  CY  2012 
are  displayed  in  Table  41  below.  The 
procedures  for  which  the  proposed 
office-based  designations  for  CY  2013 
are  temporeiry  also  are  indicated  by 
asterisks  in  Addendum  AA  to  this 
proposed  rule  (which  is  available  via 
the  Internet  on  the  CMS  Web  site).  We 
invite  public  comment  on  this  proposal. 


Table  41— Proposed  CY  2013  Payment  Indicators  for  ASC  Covered  Surgical  Procedures  Designated  as 
Temporarily  Office-Based  in  the  CY  2012  OPPS/ASC  Final  Rule  With  Comment  Period 


CY  2012  CPT 
code 

CY  2012  long  descriptor 

CY  2012 
ASC 
payment 
indicator 

Proposed  CY 
2013  ASC 
payment 
indicator** 

37761  . 

Ligation  of  perforator  vein(s),  subfascial,  open,  including  ultrasound  guidance,  when  per¬ 
formed,  1  leg. 

R2* 

G2 

67229  . 

Treatment  of  extensive  or  progressive  retinopathy,  one  or  more  sessions;  preterm  infant  (less 
than  37  weeks  gestation  at  birth),  performed  from  birth  up  to  1  year  of  age  (eg,  retinopathy 
of  prematurity),  photocoagulation  or  cryotherapy. 

R2* 

R2* 

0099T  . 

Implantation  of  intrastromal  comeal  ring  segments . 

R2* 

R2' 

0124T  . 

Conjunctival  incision  with  posterior  extrascleral  placement  of  pharmacological  agent  (does  not 
include  supply  of  medication). 

R2* 

R2* 

0226T  . 

Anoscopy,  high  resolution  (HRA)  (with  magnification  and  chemical  agent  enhancement);  diag¬ 
nostic,  including  collection  of  specimen(s)  by  brushing  or  washing  when  performed. 

R2* 

R2* 

0227T  . 

Anoscopy,  high  resolution  (HRA)  (with  magnification  and  chemical  agent  enhancement);  with 
biopsy(ies). 

R2* 

R2* 

0232T  . 

lnjection(s),  platelet  rich  plasma,  any  tissue,  including  image  guidance,  harvesting  and  prepa¬ 
ration  when  performed. 

R2* 

G2 

C9800  . 

Dermal  injection  procedure(s)  for  facial  lipodystrophy  syndrome  (LDS)  and  provision  of 
Radiesse  or  Sculptra  dermal  filler,  including  all  items  and  supplies. 

R2* 

R2* 

*  If  designation  is  temporary. 

**  Proposed  payment  indicators  are  based  on  a  comparison  of  the  proposed  rates  according  to  the  ASC  standard  ratesetting  methodology  and 
the  MPFS  proposed  rates.  At  the  time  this  proposed  rule  is  being  developed  for  publication,  current  law  authorizes  a  negative  update  to  the 
MPFS  payment  rates  for  CY  2013.  For  a  discussion  of  those  rates,  we  refer  readers  to  the  CY  2013  MPFS  proposed  rule. 


c.  ASC  Covered  Surgical  Procedures 
Designated  as  Device-Intensive 

(1)  Background 

As  discussed  in  the  August  2,  2007 
final  rule  (72  FR  42503  through  42508), 
we  adopted  a  modified  payment 
methodology  for  calculating  the  ASC 
payment  rates  for  covered  surgical 
procedures  that  are  assigned  to  the 
subset  of  OPPS  device-dependent  APCs 
with  a  device  offset  percentage  greater 
than  50  percent  of  the  APC  cost  under 
the  OPPS,  in  order  to  ensure  that 
payment  for  the  procedure  is  adequate 
to  provide  packaged  payment  for  the 
high-cost  implantable  devices  used  in 
those  procedures. 

(2)  Proposed  Changes  to  List  of  Covered 
Surgical  Procedures  Design^ed  as 
Device-Intensive  for  CY  2013 

For  CY  2013,  we  are  proposing  to 
update  the  ASC  list  of  covered  surgical 
procedures  that  are  eligible  for  payment 
according  to  our  device-intensive 
procedure  payment  methodology, 
consistent  with  the  proposed  OPPS 
device-dependent  APC  update. 


reflecting  the  proposed^PC 
assignments  of  procedures,  designation 
of  APCs  as  device-dependent,  and  APC 
device  offset  percentages  based  on  the 
CY  2011  OPPS  claims  and  cost  report 
data  available  for  the  proposed  rule.  The 
OPPS  device-dependent  APCs  are 
discussed  further  in  section  II.A.2.d.(l) 
of  this  proposed  rule. 

The  ASC  covered  surgical  procedures 
that  we  are  proposing  to  designate  as 
device-intensive  and  that  would  be 
subject  to  the  device-intensive 
procedure  payment  methodology  for  CY 
2013  are  listed  in  Table  42  below.  The 
CPT  code,  the  CPT  code  short 
descriptor,  the  proposed  ^Y  2013  ASC 
payment  indicator  (PI),  the  proposed  CY 
2013  OPPS  APC  assignment,  the 
proposed  CY  2013  OPPS  APC  device 
offset  percentage,  and  an  indication  if 
the  full  credit/partial  credit  (FB/FC) 
device  adjustment  policy  would  apply 
are  also  listed  in  Table  42  below.  A 
review  of  the  FB/FC  device  adjustment 
policy  is  also  found  below.  All  of  these 
procedures  are  included  in  Addendum 
AA  to  this  proposed  rule  (which  is 


available  via  the  Internet  on  the  CMS 
Web  site).  We  invite  public  comment  on 
this  proposal. 

d.  Proposed  Adjustment  to  ASC 
Payments  for  No  Cost/Full  Credit  and 
Partial  Credit  Devices 

We  generally  discuss  the  no  cost/full 
credit  and  partial  credit  devices  under 
the  heading  entitled  “Proposed  ASC 
Payment  for  Covered  Surgical 
Procedure.’’  However,  because  the  no 
cost/full  credit  and  partial  credit  device 
policy  applies  to  a  subset  of  device¬ 
intensive  procedures,  we  believe  it 
would  be  clearer  to  discuss  the  device¬ 
intensive  procedure  policy  and  the  no 
cost/full  credit  and  partial  credit  device 
policy  consecutively  and  to  consolidate 
the  tables  that  we  usually  publish 
separately.  Our  ASC  policy  with  regard 
to  payment  for  costly  devices  implanted 
in  ASCs  at  no  cost/full  credit  or  partial 
credit  as  set  forth  in  §  416.179  is 
consistent  with  the  OPPS  policy.  The 
proposed  CY  2013  OPPS  APCs  and 
devices  subject  to  the  adjustment  policy 
are  discussed  in  section  IV.B.2.  of  this 
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proposed  rule.  The  established  ASC 
policy  adopts  the  OPPS  policy  and 
’reduces  payment  to  ASCs  when  a 
specified  device  is  furnished  without 
cost  or  with  full  credit  or  partial  credit 
for  the  cost  of  the  device  for  those  ASC 
covered  surgical  procedures  that  are 
assigned  to  APCs  under  the  OPPS  to 
which  this  policy  applies.  We  refer 
readers  to  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  for  a  full 
discussion  of  the  ASC  payment 
adjustment  policy  for  no  cost/full  credit 
and  partial  credit  devices  (73  FR  68742 
through  68745). 

Consistent  with  the  OPPS,  we  are 
proposing  to  update  the  list  of  ASC 
covered  device-intensive  procedures 
and  devices  that  would  be  subject  to  the 
no  cost/full  credit  and  partial  credit 
device  adjustment  policy  for  CY  2013. 
Table  42  below  displays  the  ASC 
covered  device-intensive  procedures 
that  we  are  proposing  would  be  subject 
to  the  no  cost/full  credit  or  partial  credit 
device  adjustment  policy  for  CY  2013. 
Specifically,  when  a  procedure  that  is 
listed  in  Table  42  is  subject  to  the  no 
cost/full  credit  or  partial  credit  device 
adjustment  policy  and  is  performed  to ' 
implant  a  device  that  is  listed  in  Table 
43  below,  where  that  device  is  furnished 


at  no  cost  or  with  full  credit  from  the 
manufacturer,  the  ASC  would  append 
the  HCPCS  “FB”  modifier  on  the  line 
with  the  procedure  to  implant  the 
device.  The  contractor  would  reduce 
payment  to  the  ASC  by  the  device  offset 
amount  that  we  estimate  represents  the 
cost  of  the  device  when  the  necessary 
device  is  furnished  without  cost  to  the 
ASC  or  with  full  credit.  We  would 
provide  the  same  amount  of  payment 
reduction  based  on  the  device  offset 
amount  in  ASCs  that  would  apply  under 
the  OPPS  under  the  same 
circumstances.  We  continue  to  believe 
that  the  reduction  of  ASC  payment  in 
these  circumstances  is  necessary  to  pay 
appropriately  for  the  covered  surgical 
procedure  being  furnished  by  the  ASC. 

For  partial  credit,  we  are  proposing  to 
reduce  the  payment  for  implantation 
procedures  listed  in  Table  42  that  are 
subject  to  the  no  cost/full  feredit  or 
partial  credit  device  adjustment  policy 
by  one-half  of  the  device  offset  amount 
that  would  be  applied  if  a  device  was 
provided  at  no  cost  or  with  full  credit, 
if  the  credit  to  the  ASC  is  50  percent  or 
more  of  the  cost  of  the  new  device.  The 
ASC  would  append  the  HCPCS  “FC” 
modifier  to  the  HCPCS  code  for  a 
surgical  procedure  listed  in  Table  42 


that  is  subject  to  the  no  cost/full  credit 
or  partial  credit  device  adjustment 
policy,  when  the  facility  receives  a 
partial  credit  of  50  percent  or  more  of 
the  cost  of  a  device  listed  in  Table  43 
below.  In  order  to  report  that  they 
received  a  partial  credit  of  50  percent  or 
more  of  the  cost  of  a  new  device,  ASCs 
would  have  the  option  of  either:  (1) 
Submitting  the  claim  for  the  device 
replacement  procedure  to  their 
Medicare  contractor  after  the 
procedure’s  performance  but  prior  to 
manufacturer  acknowledgment  of  credit 
for  the  device,  and  subsequently 
contacting  the  contractor  regarding  a 
claim  adjustment  once  the  credit 
determination  is  made;  or  (2)  holding 
the  claim  for  the  device  implantation 
procedure  until  a  determination  is  made 
by  the  manufacturer  on  the  partial  credit 
and  submitting  the  claim  with  the  “FC” 
modifier  appended  to  the  implantation 
procedure  HCPCS  code  if  the  partial 
credit  is  50  percent  or  more  of  the  cost 
of  the  replacement  device.  Beneficiary 
coinsurance  would  continue  to  be  based 
on  the  reduced  payment  amount. 

We  invite  public  comments  on  these 
proposals. 


Table  42— ASC  Covered  Surgical  Procedures  Proposed  for  Device-Intensive  Designation  for  CY  2013,  In¬ 
cluding  ASC  Covered  Surgical  Procedures  for  Which  We  Propose  That  the  No  Cost/Full  Credit  or 
Partial  Credit  Device  Adjustment  Policy  Would  Apply 


CPT  code 

Short  descriptor 

Proposed 

CY  2013 
ASC  PI 

Proposed 

CY  2013 
OPPS  APC 

Proposed 

CY  2013 
device¬ 
dependent 
APC  offset 
percent 

Proposing 
that  the  FB/ 
FC  policy 
would  apply 

0282T  . 

Periph  field  stimul  trial  . 

J8 

0040 

55 

Yes. 

0283T  . 

Periph  field  stimul  perm . 

J8  ■ 

0318 

87 

Yes. 

0302T  . 

Icar  ischm  mntrng  sys  compi  . 

J8 

0089 

70 

Yes. 

0304T  . 

Icar  isch  mntrng  sys  device . 

J8 

0090 

71 

Yes. 

19296  . 

Place  po  breast  cath  for  rad . 

J8 

0648 

50 

Yes. 

19297  . 

Place  breast  cath  for  rad . 

J8 

0648 

50 

Yes. 

19298  . 

Place  breast  rad  tube/caths  . 

J8 

0648 

50 

Yes. 

19325  . 

Enlarge  breast  with  implant . 

J8 

0648 

50 

Yes. 

19342  . 

Delayed  breast  prosthesis . 

J8 

0648 

50 

Yes. 

19357  . 

Breast  reconstruction . 

J8 

0648 

50 

Yes. 

24361  . . 

Reconstruct  elbow  joint  . 

J8 

0425 

58 

Yes. 

24363  . . 

Replace  elbow  joint  . 

J8 

0425 

58 

Yes. 

24366  . 

Reconstruct  head  of  radius  . 

J8 

0425 

58 

Yes. 

25441  . 

Reconstruct  wrist  joint  . 

J8 

0425 

58 

Yes. 

25442  . 

Reconstruct  wrist  joint  . . . 

J8 

0425 

58 

Yes. 

25446  . 

Wrist  replacement . 

J8 

0425 

58 

Yes. 

27446  . 

Revision  of  knee  joint  . 

J8 

i  0425 

58 

Yes. 

33206  . . 

Insertion  of  heart  pacemaker  . 

J8 

1  0089 

70 

Yes. 

33207 

Insfirtinn  of  hoart  pacemaker  . 

J8 

0089 

70 

Yes. 

33208  . 

Insertion  of  heart  pacemaker  . 

J8 

0655 

73 

Yes. 

33212  . 

Insertion  of  pulse  generator  . 

J8 

0090 

71 

Yes. 

33213  . 

Insertion  of  pulse  generator  . 

J8 

0654 

74 

Yes. 

33214  . 

Upgrade  of  pacemaker  system  . 

J8 

0655 

73 

Yes. 

33221  . 

Insert  pulse  gen  mult  leads  . 

J8 

0654 

74 

Yes. 

33224  . 

Insert  pacing  lead  &  connect . 

J8 

0655 

73 

Yes. 

33225  . 

Lventric  pacing  lead  add-on  . 

J8 

0655 

.  73 

Yes. 

33227  . 

Remove&replace  pm  gen  singl  . . 

J8 

0090 

71 

Yes. 

33228  . 

Remv&repic  pm  gen  dual  lead . 

J8 

0654 

74 

Yes. 

33229  . 

Remv&repic  pm  gen  mult  leads . 

J8 

0654 

74 

Yes. 
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Table  42— ASC  Covered  Surgical  Procedures  Proposed  for  Device-Intensive  Designation  for  CY  2013,  In¬ 
cluding  ASC  Covered  Surgical  Procedures  for  Which  We  Propose  That  the  No  Cost/Full  Credit  or 
Partial  Credit  Device  Adjustment  Policy  Would  Apply— Continued 


i 

CPT  code 

Short  descriptor 

Proposed 

CY  2013 
ASC  PI 

Proposed 

CY  2013 
OPPS  APC 

Proposed 

CY  2013 
device¬ 
dependent 
APC  offset 
percent 

Proposing 
that  the  FB/ 
FC  policy 
would  apply 

33230  . 

Insrt  pulse  gen  w/dual  leads  . 

$ 

J8 

0107 

83 

Yes. 

33231  . 

Insrt  pulse  gen  w/dual  leads  . 

J8 

0107 

83 

Yes. 

33240  . 

Insert  pulse  generator  . . 

J8 

0107 

83 

Yes. 

33249  . 

Eltrd/insert  pace-defib . 

J8 

0108 

84 

Yes. 

33262  . 

Remv&repic  cvd  gen  sing  lead  . 

J8 

0107 

83 

Yes. 

33263  . 

Remv&repic  cvd  gen  dual  lead  . 

J8 

0107 

83 

Yes. 

33264  . 

Remv&repIc  cvd  gen  mult  lead  . 

ja 

0107 

83 

Yes. 

33282  . 

Implant  pat-active  ht  record .  . . 

J8 

0680 

74 

Yes. 

37227  . 

Fem/popI  revasc  stnt  &  ather . . 

J8 

0319 

53 

No. 

37231  . 

Tib/per  revasc  stent  &  ather . . 

J8* 

0319 

53 

No. 

53440  . 

Male  sling  procedure  . 

J8 

0385 

63 

Yes. 

53444  . 

Insert  tandem  cuff . 

J8 

0385 

63 

Yes. 

53445  . 

Insert  uro/ves  nek  sphincter  . 

J8 

0386 

70 

Yes. 

53447  . 

Remove/replace  ur  sphincter  . t . 

J8 

0386 

70 

Yes. 

54400  . 

Insert  semi-rigid  prosthesis  . . 

J8 

0385 

63 

Yes. 

54401  . 

Insert  self-contd  prosthesis  . 

J8 

0386 

70 

Yes. 

54405  . 

Insert  multi-comp  penis  pros . 

J8 

0386 

70 

Yes. 

54410  . 

Remove/replace  penis  prosth . . 

J8 

0386 

70 

Yes. 

54416  . 

Remv/repI  penis  contain  pros . . . 

J8 

0386 

70 

Yes. 

55873  . 

Cryoablate  prostate  . 

J8 

0674 

54 

No. 

61885  . 

Insrt/redo  neurostim  1  array . . 

J8 

0039 

86 

Yes. 

61886  . 

Implant  neurostim  arrays . 

J8 

0315 

88 

Yes. 

62361  . 

Implant  spine  infusion  pump  . 

J8 

•  0227 

82 

Yes. 

62362  . 

Implant  spine  infusion  pump  . 

J8 

0227 

82 

Yes. 

63650  . 

Implant  neuroelectrodes  . 

J8 

0040 

55 

Yes. 

63655  . 

Implant  neuro-electrodes  ; . 

J8 

0061 

66 

Yes. 

63663  . 

Revise  spine  eltrd  perq  aray  . 

J8 

0040 

55 

Yes. 

63664  . 

Revise  spine  eltrd  plate . 

J8 

0040 

55 

Yes. 

63685  . 

Insrt/redo  spine  n  generator . 

J8 

*  0039 

86 

Yes. 

64553  . 

Implant  neuro-electrodes . 

J8 

0040 

55 

Yes. 

64555  . 

Implant  neuro-electrodes . 

J8 

0040 

55 

Yes. 

64561  . 

Implant  neuro-electrodes . . . 

J8 

0040 

55 

Yes. 

64565  . 

Implant  neuro-electrodes . 

J8 

0040 

55 

Yes. 

64568  . 

Implant  neuro-electrodes . 

0318 

87 

Yes. 

64575  . 

Implant  neuro-electrodes . 

J8 

0061 

66 

Yes. 

64580  . 

Implant  neuro-electrodes  . . 

J8 

0061 

66 

Yes. 

64581  . 

Implant  neuro-electrodes . 

J8 

0061 

66 

Yes. 

64590  . 

Insrt/redo  pn/gastr  stimul . .'. . 

J8 

0039 

86 

Yes. 

65770  . 

Revise  cornea  with  implant  . 

J8 

0293 

65 

No. 

69714  . 

Implant  temple  bone  w/stimul . . 

J8 

0425 

60 

Yes. 

69715  . 

Temple  bne  impint  w/stimulat . 

J8 

0425 

60 

Yes. 

69717  . 

Temple  bone  implant  revision  . 

J8 

0425 

60 

Yes. 

69718  . 

Revise  temple  bone  implant . . . 

J8 

0425 

60 

Yes. 

69930  . 

Implant  cochlear  device . 

J8 

0259 

84 

Yes. 

G0448  . 

Place  perm  pacing  cardiovert . 

J8 

0108 

84 

Yes. 

Table  43— Proposed  Devices  for 
Which  the  “Fb”  or  “Fc”  Modifier 
Must  Be  Reported  With  the 
Procedure  Code  in  Cy  2013 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit 


CY  2012 
device 
HCPCS 

CY  2012  short  descriptor 

Code 

Cl 721  . 

AlCD,  dual  chamber. 

Cl 722  . 

AlCD,  single  chamber. 

Cl 728  . 

Cath,  brachytx  seed  adm. 

Cl 762  . 

Conn  tiss,  human  (inc  fascia). 

Cl 763  . 

Conn  tiss,  non-human. 

Table  43— Proposed  Devices  for 
Which  the  “Fb”  or  “Fc”  Modifier 
Must  Be  Reported  With  the 
Procedure  Code  in  Cy  2013 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit— 
Continued 


CY  2012 
device 
HCPCS 
Code 

CY  2012  short  descriptor 

C1764  . 

Event  recorder,  cardiac. 

Cl 767  . 

Generator,  neurostim,  imp. 

C1771  . 

Rep  dev,  urinary,  w/sling. 

Cl 772  . 

Infusion  pump,  programmable. 

Table  43— Proposed  Devices  for 
Which  the  “Fb”  or  “Fc”  Modifier 
Must  Be  Reported  With  the 
Procedure  Code  in  Cy  2013 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit— 
Continued 


CY  2012 
device 
HCPCS 

CY  2012  short  descriptor 

Code 

Cl 776  . 

Joint  device  (implantable). 

C1777  . 

Stent,  non-coat/cov  w/o  del. 

C1778  . 

Lead,  neurostimulator. 

Cl 779  . 

Lead,  pmkr,  transvenous  VDD. 
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Table  43— Proposed  Devices  for 
Which  the  “Fb”  or  “Fc”  Modifier 
Must  Be  Reported  With  the 
Procedure  Code  in  Cy  2013 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit— 
Continued 


CY  2012 
device 
HCPCS 
Code 

CY  2012  short  descriptor 

C1781  . 

Mesh  (implantable). 

Cl 785  . 

Pmkr,  dual,  rate-resp. 

Cl 786  . 

Pmkr,  single,  rate-resp. 

Cl 789  . 

Prosthesis,  breast,  imp. 

C1813  . 

Prosthesis,  penile,  inflatab. 

C1815  . 

Pros,  urinary  sph,  imp. 

Cl 820  . 

Generator,  neuro  rechg  bat  sys. 

Cl  881  . 

Dialysis  access  system. 

Cl 882  . 

AlCD,  other  than  sing/dual. 

Cl  891  . 

Infusion  pump,  non-prog,  perm. 

Cl 895  . 

Lead,  AlCD,  endo  dual  coil. 

Cl  897  . 

Lead,  neurostim,  test  kit. 

Cl 898  . 

Lead,  pmkr,  other  than  trans. 

Cl 900  . 

Lead  coronary  venous. 

C2618  . 

Probe,  cryoablation. 

C2619  . 

Pmkr,  dual,  non  rate-resp. 

C2620 : . 

Pmkr,  single,  non  rate-resp. 

Table  43— Proposed  Devices  for 
Which  the  “Fb”  or  “Fc”  Modifier 
Must  Be  Reported  With  the 
Procedure  Code  in  Cy  2013 
When  Furnished  at  No  Cost  or 
'  With  Full  or  Partial  Credit— 
Continued 


CY^012 

device 

HCPCS 

Code 

CY  2012  short  descriptor 

C2621  . 

Pmkr,  other  than  sing/dual. 

C2622  . 

Prosthesis,  penile,  non-inf. 

C2626  . 

Infusion  pump,  non-prog,  temp. 

C2631  . 

Rep  dev,  urinary,  w/o  sling. 

L8600  . 

Implant  breast  silicone/eq. 

L8614  . 

Cochlear  device/system. 

L8680  . 

Impit  neurostim  elctr  each. 

L8685  . 

Impit  nrostm  pis  gen  sng  rec. 

L8686  . 

Impit  nrostm  pis  gen  sng  non. 

L8687  . 

Impit  nrostm  pis  gen  dua  rec. 

L8688  . 

Impit  nrostm  pis  gen  dua  non. 

L8690  . 

Aud  osseo  dev,  int/ext  comp. 

e.  ASC  Treatment  of  Surgical' 

Procedures  Proposed  for  Removal  From 
the  OPPS  Inpatient  List  for  CY  2013 

As  we  discussed  in  the  CY  2009 
OPPS/ ASC  final  rule  with  comment 
period  (73  FR  68724),  we  adopted  a 
policy  to  include  in  our  annual 
evaluation  of  the  ASC  list  of  covered 
surgical  procedures,  a  review  of  the 
procedures  that  are  being  proposed  for 
removal  from  the  OPPS  inpatient  list  for 
possible  inclusion  on  the  ASC  list  of 
covered  surgical  procedures.  We 
evaluated  each  of  the  two  procedures 
we  are  proposing  to  remove  from  the 
OPPS  inpatient  list  for  CY  2013 
according  to  the  criteria  for  exclusion 
from  the  list  of  covered  ASC  surgical 
procedures.  We  believe  that  these  two 
procedures  should  continue  to  be 
excluded  from  the  ASC  list  of  covered 
surgical  procedures  for  CY  2013  because 
they  would  be  expected  to  pose  a 
significant  risk  to  beneficiary  safety  or 
to  require  an  overnight  stay  in  ASCs. 
The  CPT  codes  for  these  two  procedures 
and  their  long  descriptors  are  listed  in 
Table  44  below.  • 


Table  44 — Procedures  Proposed  for  Exclusion  From  the  Asc  List  of  Covered  Procedures  for  Cy  2013 
That  Are  Proposed  for  Removal  From  the  Cy  2013  Opps  Inpatient  List 


CPT  code 


Long  descriptor 


22856 

27447 


Total  disc  arthroplasty  (artificial  disc),  anterior  approach,  including  discectomy  with  end  plate  preparation  (includes 
osteophytectomy  for  nerve  root  or  spinal  cord  decompression  and  microdissection),  single  interspace,  cervical. 

Arthroplasty,  knee,  condyle  and  plateau;  medical  and  lateral  compartments  with  or  without  patella  resurfacing  (total  knee 
arthroplasty). 


We  invite  public  comments  on  this 
proposal. 

2.  Covered  Ancillary  Services 

Consistent  with  the  established  ASC 
payment  system  policy,  we  are 
proposing  to  update  the  ASC  list  of 
covered  ancillary  services  to  reflect  the 
proposed  payment  status  for  the 
services  under  the  CY  2013  OPPS. 
Maintaining  consistency  with  the  OPPS 
may  result  in  proposed  changes  to  ASC 
payment  indicators  for  some  covered 
ancillary  items  and  services  because  of 
changes  that  are  being  proposed  under 
the  OPPS  for  CY  2013.  For  example,  a 
covered  ancillary  service  that  was 
separately  paid  under  the  revised  ASC 
payment  system  in  CY  2012  may  be 
proposed  for  packaged  status  under  the 
CY  2013  OPPS  and,  therefore,  also 
under  the  ASC  payment  system  for  CY 
2013.  Comment  indicator  “CH,” 
discussed  in  section  XII.B.  of  this 
proposed  rule,  is  used  in  Addendum  BB 
to  this  proposed  rule  (which  is  available 
via  the  Internet  on  the  CMS  Web  site) 
to  indicate  covered  ancillary  services  for 


which  we  are  proposing  a  change  in  the 
ASC  payment  indicator  to  reflect  a 
proposed  change  in  the  OPPS  treatment 
of  the  service  for  CY  2013. 

Except  for  the  Level  II  HCPCS  codes 
listed  in  Table  37  of  this  proposed  rule, 
all  ASC  covered  ancillary  services  and 
their  proposed  payment  indicators  for 
CY  2013  are  included  in  Addendum  BB 
to  this  proposed  rule. 

D.  Proposed  ASC  Payment  for  Covered 
Surgical  Procedures  and  Covered 
Ancillary  Services 

1.  Proposed  Payment  for  Covered 
Surgical  Procedures 

a.  Background 

Our  ASC  pa)nnent  policies  for 
covered  surgical  procedures  under  the 
revised  ASC  payment  system  are  fully 
described  in  the  CY  2008  OPPS/ ASC 
final  rule  with  comment  period  (72  FR 
66828  through  66831).  Under  our 
established  policy  for  the  revised  ASC 
payment  system,  the  ASC  standard 
ratesetting  methodology  of  multiplying 
the  ASC  relative  payment  weight  for  the 


procedure  by  the  ASC  conversion  factor 
for  that  same  year  is  used  to  calculate 
the  national  unadjusted  payment  rates 
for  procedures  with  payment  indicators 
“G2”  and  “A2.”  Payment  indicator 
“A2”  was  developed  to  identify 
procedures  that  were  included  on  the 
list  of  ASC  covered  surgical  procedures 
in  CY  2007  and  were,  therefore,  subject 
to  transitional  payment  prior  to  CY 
2011.  Although  the  4-year  transitional 
period  has  ended  and  payment  indicator 
“A2”  is  no  longer  required  to  identify 
surgical  procedures  subject  to 
transitional  payment,  we  retained 
pa3nnent  indicator  “A2”  because  it  is 
used  to  identify  procedures  that  are 
exempted  from  application  of  the  office- 
based  designation. 

The  rate  calculation  established  for 
device-intensive  procedures  (payment 
indicator  “J8”)  is  structured  so  that  the 
packaged  device  payment  amount  is  the 
same  as  under  the  OPPS,  and  only  the 
service  portion  of  the  rate  is  subject  to 
the  ASC  standard  ratesetting 
methodology.  In  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
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FR  74377  through  74451),  we  updated 
the  CY  2011  ASC  payment  rates  for  ASC 
covered  surgical  procedures  with 
payment  indicators  of  “A2,”  “G2,”  and 
“J8”  using  CY  2010  data,  consistent 
with  the  CY  2012  OPPS  update. 

Payment  rates  for  device-intensive 
procedures  also  were  updated  to 
incorporate  the  CY  2012  OPPS  device 
offset  percentages. 

Payment  rates  for  office-based 
procedures  (payment  indicators  “P2,” 
“P3,”  and  “R2”)  are  the  lower  of  the 
MPFS  nonfacility  PE  RVU-based 
amount  (we  refer  readers  to  the  CY  2013 
MPFS  proposed  rule)  or  the  amount 
calculated  using  the  ASC  standard 
ratesetting  methodology  for  the 
procedure.  In  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period,  we 
updated  the  payment  amounts  for 
office-based  procedures  (payment 
indicators  “P2,”  “P3,”  and  “R2”)  using 
the  most  recent  available  MPFS  and 
OPPS  data.  We  compared  the  estimated 
CY  2012  rate  for  each  of  the  office-based 
procedures,  calculated  according  to  the 
ASC  standard  ratesetting  methodology, 
to  the  MPFS  nonfacility  PE  RVU-based 
amount  to  determine  which  was  lower 
and,  therefore,  would  be  the  CY  2012 
payment  rate  for  the  procedure 
according  to  the  final  policy  of  the 
revised  ASC  payment  system 
(§  416.171(d)). 

b.  Proposed  Update  to  ASC  Covered 
Surgical  Procedure  Payment  Rates  for 
CY  2013 

We  are  proposing  to  update  ASC 
payment  rates  for  CY  2013  using  the 
established  rate  calculation 
methodologies  under  §416471.  We  note 
that,  as  discussed  in  section  II.A.2.f.  of 
this  proposed  rule,  because  we  are 
proposing  to  base  the  OPPS  relative 
payment  weights  on  geometric  mean 
costs  for  CY  2013,  the  ASC  system 
would  shift  to  the  use  of  geometric 
means  to  determine  relative  payment 
weights  under  the  ASC  standard 
ratesetting  methodology.  We  are 
proposing  to  continue  to  use  the  amount 
calculated  under  the  ASC  standard 
ratesetting  methodology  for  procedures 
assigned  payment  indicators  “A2”  and 
“C2.” 

We  are  proposing  that  payment  rates 
for  office-based  procedures  (payment 
indicators  “P2,”  “P3,”  and  “R2”)  and 
device-intensive  procedures  (payment 
indicator  “J8”)  be  calculated  according 
to  our  established  policies, 
incorporating  the  device-intensive 
procedure  methodology  as  appropriate. 
Thus,  we  are  proposing  to  update  the 
payment  amounts  for  device-intensive 
procedures  based  on  the  CY  2013  OPPS 
proposal  that  reflects  updated  proposed 


OPPS  device  offset  percentages,  and  to 
make  payment  for  office-based 
procedures  at  the  lesser  of  the  proposed 
CY  2013  MPFS  nonfacility  PE  RVU- 
based  amount  or  the  proposed  CY  2013 
ASC  payment  amount  calculated  . 

according  to  the  standard  ratesetting 
methodology. 

We  invite  public  comment  on  these 
proposals. 

c.  Waiver  of  Coinsurance  and 
Deductible  for  Certain  Preventive 
Services 

Section  1833(a)(1)  and  section 
1833(b)(1)  of  the  Act  waive  the 
coinsurance  and  the  Part  B  deductible 
for  those  preventive  services  under 
section  1861(ddd)(3)(A)  of  the  Act  as 
described  in  section  1861(ww)(2)  of  the 
Act  (excluding  electrocardiograms)  that 
are  recommended  by  the  United  States 
Preventive  Services  Task  Force 
(USPSTF)  with  a  grade  of  A  or  B  for  any 
indication  or  population  and  that  are 
appropriate  for  the  individual.  Section 
1833(b)  of  the  Act  also  waives  the  Part 
B  deductible  for  colorectal  cancer 
screening  tests  that  become  diagnostic. 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  our 
policies  with  respect  to  these  provisions 
and  identified  the  ASC  covered  surgical 
procedures  and  covered  ancillary 
services  that  are  preventive  services  that 
are  recommended  by  the  USPSTF  with 
a  grade  of  A  or  B  for  which  the 
coinsurance  and  the  deductible  are 
waived.  For  a  complete  discussion  of 
our  policies  and  identified  services,  we 
refer  readers  to  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
72047  through  72049).  We  are  not 
proposing  any  charges  to  our  policies  or 
the  list  of  services.  We  identify  these 
services  with  a  double  asterisk  in 
Addenda  AA  and  BB  to  this  proposed 
rule. 

d.  Payment  for  the  Cardiac 
Resynchronization  Therapy  Composite 
Cardiac  resynchronization  therapy 
(CRT)  uses  electronic  devices  to 
sequentially  pace  both  sides  of  the  heart 
to  improve  its  output.  CRT  utilizes  a 
pacing  electrode  implanted  in 
combination  with  either  a  pacemaker  or 
an  implantable  cardioverter  defibrillator 
(ICD).  CRT  performed  by  the 
implantation  of  an  ICD  along  with  a 
pacing  electrode  is  referred  to  as  “CRT- 
D.”  In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  our 
proposal  to  establish  the  CY  2012  ASC 
payment  rate  for  CRT-D  services  based 
on  the  OPPS  payment  rate  applicable  to 
APC  0108  when  procedures  described 
by  CPT  codes  33225  and  33249  Me 
performed  on  the  same  date  of  service 


in  an  ASC.  ASCs  use  the  corresponding 
HCPCS  Level  II  G-code  (G0448)  for 
proper  reporting  when  the  procedures 
described  by  CPT  codes  33225  and 
33249  are  performed  on  the  same  date 
of  service.  For  a  complete  discussion  of 
our  policy  regarding  payment  for  CRT- 
D  services  in  ASCs,  we  refer  readers  to 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74427  through 
74428).  We  are  not  proposing  any 
changes  to  our  current  policy  regarding 
ASC  payment  for  CRT-D  services  for  CY 
2013. 

e.  Proposed  Payment  for  Low  Dose  Rate 
(LDR)  Prostate  Brachytherapy 
Composite 

LDR  prostate  brachytherapy  is  a 
treatment  for  prostate  cancer  in  which 
hollow  needles  or  catheters  are  inserted 
into  the  prostate,  followed  by 
permanent  implantation  of  radioactive 
sources  into  the  prostate  through  the 
needles/catheters.  At  least  two  CPT 
codes  are  used  to  report  the  treatment 
service  because  there  are  separate  codes 
that  describe  placement  of  the  needles/ 
catheters  and  the  application  of  the 
brachytherapy  sources:  CPT  code  55875 
(Transperineal  placement  of  needles  or 
catheters  into  prostate  for  interstitial 
radioelement  application,  with  our 
without  cystoscopy)  and  CPT  code 
77778  (Interstitial  radiation  source 
application;  complex).  Generally,  the 
component  services  represented  by  both 
codes  are  provided  in  the  same 
operative  session  on  the  same  date  of 
services  to  the  Medicare  beneficiary 
being  treated  with  LDR  brachytherapy 
for  prostate  cancer. 

As  detailed  in  section  II. A. 2. e. (2)  of 
this  proposed  rule,  beginning  in  CY 
2008  under  the  OPPS,  we  began 
providing  a  single  payment  for  LDR 
prostate  brachytherapy  when  the 
composite  service,  reported  as  CPT 
codes  55875  and  77778,  is  furnished  in 
a  single  hospital  encounter.  We  based 
the  payment  for  composite  APC  8001 
(LDR  Prostate  Brachjdherapy 
Composite)  on  the  cost  derived  from 
claims  for  the  same  date  of  service  that 
contain  both  CPT  codes  55875  and 
77778  and  that  do  not  contain  other 
separately  paid  codes  that  are  not  on  the 
bypass  list.  We  implemented  this  policy 
in  the  OPPS  because  reliance  on  single 
procedure  claims  to  set  payment  rates 
for  these  services  resulted  in  the  use  of 
mainly  incorrectly  coded  claims  for  LDR 
prostate  brachytherapy  because  a 
correctly  coded  claim  should  include, 
for  the  same  date  of  service,  CPT  codes 
for  both  needle/catheter  placement  and 
application  of  radiation  sources,  as  well 
as  separately  coded  imaging  and 
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radiation  therapy  planning  services  (72 
FR  66652  through  66655). 

Currently  under  the  ASC  payment 
system,  ASCs  receive  separate  payment 
for  the  component  services  that 
comprise  the  LDR  Prostate 
Brachytherapy  Composite  when  the  two 
services  are  provided  on  the  same  date 
of  service.  Specifically,  ASCs  that  report 
CPT  codes  55875  and  77778  on  the 
same  date  of  service  receive  a  payment 
for  CPT  code  55875  where  the  payment 
rate  is  based  on  the  OPPS  relative 
payment  weight  for  single  procedure 
claims,  and  a  separate  payment  for  CPT 
code  77778  where  payment  is  the  lower 
of  the  rate  based  on  the  OPPS  relative 
payment  weight  for  single  procedure 
claims  or  the  MPFS  non-facility  PE- 
RVU  based  amount. 

A  commenter  to  the  CY  2012  OPPS/ 
ASC  proposed  rule  (76  FR  74429 
through,74430)  requested  that  CMS  pay 
for  LDR  prostate  brachytherapy  services 
under  the  ASC  payment  system  based 
on  the  composite  OPPS  payment  rate 
rather  than  making  two  separate 
payments  for  the  service  reported  by 
CPT  codes  55875  and  77778.  The 
commenter  asserted  that  basing  ASC 
payments  for  the  services  on  the 
composite  APC  methodology  in  which 
one  payment  is  made  for  the 
combination  of  the  two  services  would 
result  in  a  more  accurate  payment  than 
is  currently  being  made  to  ASCs  because 
ASC  payment  is  based  on  costs  from 
single-service  claims  that  CMS  has 
acknowledged  are  mostly  incorrectly 
coded  claims.  We  responded  that  we 
would  take  the  commenter’s  request 
into  consideration  in  future  rulemaking, 
recognizing  the  lead  time  that  is 
necessary  for  the  creation  of  the 
associated  G-code  that  would  be  used  to 
identify  when  the  procedures  in  the 
LDR  prostate  brachytherapy  composite 
are  performed  on  the  same  date  of 
service  in  an  ASC. 

Because  we  agree  that  data  from  OPPS 
claims  reporting  both  services  required 
for  LDR  prostate  brachytherapy  provide 
the  most  accurate  relative  payment 
weight  upon  which  to  base  ASC 
payment  for  the  component  services,  we 
are  proposing  to  establish  an  ASC 
payment  rate  that  is  based  on  the  OPPS 
relative  payment  weight  applicable  to 
APC  8001  when  CPT  codes  55875  and 
77778  are  performed  on  the  same  date 
of  service  in  an  ASC.  We  also  are 
proposing  to  create  a  HCPCS  Level  II  G- 
code  so  that  ASGs  can  properly  report 
when  the  procedures  described  by  CPT 
codes  55875  and  77778  are  performed 
on  the  same  date  of  service  to  receive 
the  appropriate  LDR  Prostate 
Brach^herapy  Composite  payment.  The 
payment  rate  associated  with  the  LDR 


Prostate  Brachytherapy  Composite  will  • 
be  temporarily  identified  by  G-code 
“GXXXl”  in  Addendum  AA  of  this 
proposed  rule.  The  permanent  G-code 
that  will  identify  the  LDR  Prostate 
Brahytherapy  Gomposite  for  ASCs  will 
appear  in  the  CY  2013  OPPS/ASC  final 
rule  with  comment  period.  When  not 
performed  on  the  same  day  as  the 
service  described  by  CPT  code  55875, 
the  service  described  by  CPT  code 
77778  will  continue  to  be  assigned  to 
APC  0651.  When  not  performed  on  the 
same  day  as  the  service  described  by 
CPT  code  77778,  the  service  described 
by  CPT  code  55875  will  continue  to  be 
assigned  to  APC  0163.  We  invite  public 
comment  on  this  proposal. 

2.  Proposed  Payment  for  Covered 
Ancillary  Services 

a.  Background 

Our  final  payment  policies  under  the 
revised  ASC  payment  system  for 
covered  ancillary  services  vary 
according  to  the  particular  type  of 
service  and  its  payment  policy  under 
the  OPPS.  Our  overall  policy  provides 
separate  ASC  payment  for  certain 
ancillary  items  and  services  integrally 
related  to  the  provision  of  ASC  covered 
surgical  procedures  that  are  paid 
separately  under  the  OPPS  and  provides 
packaged  ASC  payment  for  other 
ancillary  items  and  services  that  are 
packaged  or  conditionally  packaged 
(status  indicators  “N,”  “Ql,”  and  “Q2”) 
under  the  OPPS.  We  want  to  further 
clarify  our  policy  regarding  the  payment 
indicator  assignment  of  codes  that  are 
conditionally  packaged  in  the  OPPS 
(status  indicators  “Ql”  and  “Q2”). 

Under  the  OPPS,  a  conditionally 
packaged  code  describes  a  HCPCS  code 
where  the  payment  is  packaged  when  it 
is  provided  with  a  significant  procedure 
but  is  separately  paid  when  the  service 
appears  on  the  claim  without  a 
significant  procedure.  Because  ASC 
services  always  include  a  surgical 
procedure,  HCPCS  codes  that  are 
conditionally  packaged  under  the  OPPS 
are  always  packaged  (payment  indictor 
“Nl”)  under  the  ASC  payment  system. 
Thus,  we  established  a  final  policy  to 
align  ASC  payment  bundles  with  those 
under  the  OPPS  (72  FR  42495).  In  all 
cases,  in  order  for  those  ancillary 
services  also  to  be  paid,  ancillary  items 
and  services  must  be  provided  integral 
to  the  performance  of  ASC  covered 
surgical  procedures  for  which  the  ASC 
bills  Medicare. 

Our  ASC  payment  policies  provide 
separate  payment  for  drugs  and 
biologicals  that  are  separately  paid 
under  the  OPPS  at  the  OPPS  rates,  while 
we  generally  pay  for  separately  payable 


radiology  services  at  the  lower  of  the 
MPFS  nonfacility  PE  RVU-based  (or 
technical  component)  amount  or  the 
rate  calculated  according  to  the  ASC 
standard  ratesetting  methodology  (72  FR 
42497).  However,  as  finalized  in  theCY 
2011  OPPS/ASC  final  rule  with  ' 
comment  period  (75  FR  72050), 
payment  indicators  for  all  nuclear 
medicine  procedures  (defined  as  CPT 
codes  in  the  range  of  78000  through 
78999)  that  are  designated  as  radiology 
services  that  are  paid  separately  when 
provided  integral  to  a  surgical 
procedure  on  the  ASC  list  are  set  to 
“Z2”  so  that  payment  is  made  based  on 
the  ASC  standard  ratesetting 
methodology  rather  than  the  MPFS 
nonfacility  PE  RVU  amount,  regardless 
of  which  is  lower.  This  modification  to 
the  ASC  payment  methodology  for 
ancillary  services  was  finalized  in 
response  to  a  comment  on  the  CY  2011 
OPPS/ASC  proposed  rule  that  suggested 
it  is  inappropriate  to  use  the  MPFS- 
based  payment  methodology  for  nuclear 
medicine  procedures  because  the 
associated  diagnostic 
radiopharmaceutical,  although  packaged 
under  the  ASC  payment  system,  is 
separately  paid  under  the  MPFS.  We  set 
the  payment  indicator  to  “Z2”  for  these 
nuclear  medicine  procedures  in  the  ASC 
setting  so  that  payment  for  these 
procedures  would  be  based  on  the  OPPS 
relative  payment  weight  rather  than  the 
MPFS  nonfacility  PE  RVU-based 
amount  to  ensure  that  the  ASC  will  be 
compensated  for  the  cost  associated 
with  the  diagnostic 
radiopharmaceuticals. 

In  addition,  because  the  same  issue 
exists  for  radiology  procedures  that  use 
contrast  agents  (the  contrast  agent  is 
packaged  under  the  ASC  payment 
system  but  is  separately  paid  under  the 
MPFS),  we  finalized  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74429  through  74430)  to 
set  the  payment  indicator  to  “Z2”  for 
radiology  services  that  use  contrast 
agents  so  that  payment  for  these 
procedures  will  be  based  on  the  OPPS 
relative  payment  weight  and  will, 
therefore,  include  the  cost  for  the 
contrast  agent. 

ASC  payment  policy  for 
brachytherapy  sources  mirrors  the 
payment  policy  under  the  OPPS.  ASCs 
are  paid  for  brachytherapy  sources 
provided  integral  to  ASC  covered 
surgical  procedures  at  prospective  rates 
adopted  under  the  OPPS  or,  if  OPPS 
rates  are  unavailable,  at  contractor- 
priced  rates  (72  FR  42499).  Since 
December  31,  2009,  ASCs  have  been 
paid  for  brachytherapy  sources  provided 
integral  to  ASC  covered  surgical 
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procedures  at  prospective  rates  adopted 
under  the  OPPS. 

Other  separately  paid  covered 
ancillary  services  in  ASCs,  specifically 
comeal  tissue  acquisition  and  device 
categories  with  OPPS  pass-through 
status,  do  not  have  prospectively 
established  ASC  payment  rates 
according  to  the  final  policies  of  the 
revised  ASC  payment  system  (72  FR 
42502  and  42508  through  42509; 

§  416.164(b)).  Under  the  revised  ASC 
payment  system,  comeal  tissue 
acquisition  is  paid  based  on  the 
invoiced  costs  for  acquiring  the  corneal 
tissue  for  transplantation.  Devices  that 
are  eligible  for  pass-through  payment 
under  the  OPPS  are  separately  paid 
under  the  ASC  payment  system. 
Currently,  the  four  devices  that  are 
eligible  for  pass-through  payment  in  the 
OPPS  are  described  by  HCPCS  code 
Cl  749  (Endoscope,  retrograde  imaging/ 
illumination  colonoscope  device 
(Implantable)),  HCPCS  code  Cl 830 
(Powered  bone  marrow  biopsy  needle), 
HCPCS  code  C1840  (Lens,  intraocular 
(telescopic)),  and  HCPCS  code  Cl 886 
(Catheter,  extravascular  tissue  ablation, 
any  modality  (insertable)).  Payment 
amounts  for  HCPCS  codes  Cl 749, 

C1830,  C1840,  and  C1886  under  the 
ASC  payment  system  are  contractor 
priced.  In  the  CY  2012  OPPS/ASC  final 
mle  with  comment  period,  we  finalized 
the  expiration  of  pass-through  payment 
for  HCPCS  code  Cl  749,  which  will 
expire  after  December  31,  2012  (76  FR 
74278).  Therefore,  after  December  31, 
2012,  the  HCPCS  code  Cl  749  device 
costs  will  be  packaged  into  the  costs  of 
the  procedures  with  which  the  devices 
are  reported  in  the  hospital  claims  data 
used  in  the  development  of  the  OPPS 
relative  payment  weights  that  will  be 
used  to  establish  ASC  payment  rates  for 
CY  2013. 

b.  Proposed  Payment  for  Covered 
Ancillary  Services  for  CY  2013 

For  CY  2013,  we  are  proposing  to 
update  the  ASC  payment  rates  and  make 
changes  to  ASC  payment  indicators  as 
necessary  to  maintain  consistency 
between  the  OPPS  and  ASC  payment 
system  regarding  the  packaged  or 
separately  payable  status  of  services  and 
the  proposed  CY  2013  OPPS  and  ASC 
payment  rates.  The  proposed  CY  2013 
OPPS  payment  methodologies  for 
brach)4herapy  sources  and  separately 
payable  drugs  and  biologicals  are 
discussed  in  section  II.A.  and  section 
V.B.  of  this  proposed  rule,  respectively, 
and  we  are  proposing  to  set  the  CY  2013 
ASC  payment  rates  for  those  services 
equal  to  the  proposed  CY  2013  OPPS 
rates. 


Consistent  with  established  ASC 
payment  policy  (72  FR  42497),  the 
proposed  CY  2013  payment  for 
separately  payable  covered  radiology 
services  is  based  on  a  comparison  of  the 
CY  2013  proposed  MPFS  nonfacility  PE 
RVU-based  amounts  (we  refer  readers  to 
the  CY  2013  MPFS  proposed  rule)  and 
the  proposed  CY  2013  ASC  payment 
rates  calculated  according  to  the  ASC 
standard  ratesetting  methodology  and 
then  set  at  the  lower  of  the  two  amounts 
(except  as  discussed  below  for  nuclear 
medicine  procedures  and  radiology 
services  that  use  contrast  agents). 
Alternatively,  payment  for  a  radioJogy 
service  may  be  packaged  into  the 
payment  for  the  ASC  covered  surgical 
procedure  if  the  radiology  service  is 
packaged  or  conditionally  packaged 
under  the  OPPS.  The  payment 
indicators  in  Addendum  BB  to  this 
proposed  rule  indicate  whether  the 
proposed  payment  rates  for  radiology 
services  are  based  on  the  MPFS 
nonfacility  PE  RVU-based  amount  or  the 
ASC  standard  ratesetting  methodology, 
or  whether  payment  for  a  radiology 
service  is  packaged  into  the  payment  for 
the  covered  surgical  procedure 
(payment  indicator  “Nl”).  Radiology 
services  that  we  are  proposing  to  pay 
based  on  the  ASC  standard  ratesetting 
methodology  are  assigned  payment 
indicator  “Z2”  (Radiology  service  paid 
separately  when  provided  integral  to  a 
surgical  procedure  on  ASC  list;  payment 
based  on  OPPS  relative  payment  weight) 
and  those  for  which  the  proposed 
payment  is  based  on  the  MPFS 
nonfacility  PE  RVU-based  amount  are 
assigned  payment  indicator  “Z3” 
(Radiology  service  paid  separately  when 
provided  integral  to  a  surgical 
procedure  on  ASC  list;  payment  based 
on  MPFS  nonfacility  PE  RVUs). 

As  finalized  in  the  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period  (75 
FR  72050),  payment  indicators  for  all 
nuclear  medicine  procedures  (defined 
as  CPT  codes  in  the  range  of  78000 
through  78999)  that  are  designated  as 
radiology  services  that  are  paid 
separately  when  provided  integral  to  a 
surgical  procedure  on  the  ASC  list  are 
set  to  “Z2”  so  that  payment  is  made 
based  on  the  OPPS  relative  payment 
weights  rather  than  the  MPFS 
nonfacility  PE  RVU-based  amount, 
regardless  of  which  is  lower.  We  are 
proposing  to  continue  this  modification 
to  the  payment  methodology  and, 
therefore,  set  the  payment  indicator  to 
“Z2”  for  these  nuclear  medicine 
procedures  in  CY  2013.  As  finalized  in 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74429  through 
74430),  we  are  proposing  that  payment 


indicators  for  radiology  services  that  use 
contrast  agents  will  be  set  to  “Z2”  in  CY 
2013  so  that  payment  for  these 
procedures  will  be  based  on  the  OPPS 
relative  payment  weight  and  will, 
therefore,  include  the  cost  for  the 
contrast  agent. 

Most  covered  ancillary  services  and 
their  proposed  payment  indicators  are 
listed  in  Addendum  BB  to  this  proposed 
rule  (which  is  available  via  the  Internet 
on  the  CMS  Web  site).  We  invite  public 
comment  on  these  proposals. 

E.  New  Technology  Intraocular  Lenses 
(NTIOLs) 

1.  NTIOL  Cycle  and  Evaluation  Criteria 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68176),  we 
finalized  our  current  process  for 
reviewing  applications  to  establish  new 
classes  of  new  technology  intraocular 
lenses  (NTIOLs)  and  for  recognizing 
new  candidate  intraocular  lenses  (lOLs) 
inserted  during  or  subsequent  to 
cataract  extraction  as  belonging  to  an 
NTIOL  class  that  is  qualified  for  a 
payment  adjustment.  Specifically,  we 
established  the  following  process: 

•  We  announce  annually  in  the 
proposed  rule  updating  the  ASC  and 
OPPS  payment  rates  for  the  following 
calendar  year,  a  list  of  all  requests  to 
establish  new  NTIOL  classes  accepted 
for  review  during  the  calendar  year  in 
which  the  proposal  is  published.  In 
accordance  with  section  141(b)(3)  of 
Public  Law  103-432  and  our  regulations 
at  §  416.185(b),  the  deadline  for  receipt 
of  public  comments  is  30  days  following 
publication  of  the  list  of  requests  in  the 
proposed  rule. 

•  In  the  final  rule  updating  the  ASC 
and  OPPS  payment  rates  for  the 
following  calendar  year,  we — 

o  Provide  a  list  of  determinations 
made  as  a  result  of  our  review^  of  all  new 
NTIOL  class  requests  and  public 
comments;  and 
o  Announce  the  deadline  for 
submitting  requests  for  review  of  an 
application  for  a  new  NTIOL  class  for 
the  following  calendar  year. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68227),  we 
finalized  our  proposal  to  base  our 
determinations  on  consideration  of  the 
following  major  criteria  set  out  at  42 
CFR  416.195: 

•  42  CFR  416.195(a)(1):  The  lOL  is 
approved  by  the  FDA; 

•  42  CFR  416.195(a)(2):  Claims  of 
specific  clinical  benefits  and/or  lens 
characteristics  with  established  clinical 
relevance  in  comparison  with  currently 
available  lOLs  are  approved  by  the  FDA 
for  use  in  labeling  and  advertising; 

•  42  CFR  416.195(a)(3):  The  lOL  is 
not  described  by  an  active  or  expired 
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NTIOL  class;  that  is,  it  does  not  share 
the  predominant,  class-defining 
characteristic  associated  with  the 
improved  clinical  outcome  with 
designated  members  of  an  active  or 
expired  NTIOL  class;  and 
•  42  CFR  416.195(a){4):  Evidence 
demonstrates  that  use  of  the  lOL  results 
in  measurable,  clinically  meaningful, 
improved  outcomes  in  comparison  with 
use  of  currently  available  lOLs.  The 
statute  requires  us  to  consider  the 
following  improved  outcomes: 

o  Reduced  risk  of  intraoperative  or 
postoperative  complication  or  trauma; 
o  Accelerated  postoperative  recovery; 
o  Reduced  induced  astigmatism; 
o  Improved  postoperative  visual 
acuity; 

o  More  stable  postoperative  vision;  or 
o  Other  comparable  clinical 
advantages. 

Since  implementation  of  the  process 
for  adjustment  of  payment  amounts  for 
NTIOLs  that  was  established  in  the  June 
16, 1999  Federal  Register,  we  have 
approved  three  classes  of  NTIOLs,  as 
shown  in  the  table  with  the  associated 
qualifying  lOL  models,  at  the  link 
entitled  “NTOL  Application 
Determination  Reference  document 
Updated  01/06/2012,”  posted  on  the 
CMS  Web  site  at:  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/ASCPayment/NTIOLs.html. 

2.  NTIOL  Application  Process  for 
Payment  Adjustment 

For  a  request  to  be  considered 
complete,  we  require  submission  of  the 
information  that  is  found  in  the 
guidance  document  entitled 
“Application  Process  and  Information 
Requirements  for  Requests  for  a  New 
Class  of  New  Technology  Intraocular 
L%ns  (NTIOL)”  posted  on  the  CMS  Web 
site  at:  http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
ASCPayment/NTlOLs.html.  For  each 
completed  request  for  a  new  class  that 
is  received  by  the  established  deadline, 
a  determination  is  announced  annually 
in  the  final  rule  updating  the  ASC  and 
OPPS  payment  rates  for  the  next 
calendar  year. 

We  also  summarize  briefly  in  the  final 
rule  the  evidence  that  we  reviewed,  the 
public  comments  we  received  timely, 
and  the  basis  for  our  determinations  in 
consideration  of  applications  for 
establishment  of  a  new  NTIOL  class. 
When  a  new  NTIOL  class  is  created,  we 
identify  the  predominant  characteristic 
of  NTIOLs  in  that  class  that  sets  them 
apart  from  other  lOLs  (including  those 
previously  approved  as  members  of 
other  expired  or  active  NTIOL  classes) 
and  that  is  associated  with  an  improved 
clinical  outcome.  The  date  of 


implementation  of  a  payment 
adjustment  in  the  case  of  approval  of  an 
lOL  as  a  member  of  a  new  NTIOL  class 
would  be  set  prospectively  as  of  30  days 
after  publication  of  the  ASC  payment 
update  final  'rule,  consistent  with  the 
statutory  requirement. 

3.  Requests  To  Establish  New  NTIOL 
Classes  for  CY  2013  and  Deadline  for 
Public  Comments 

We  received  no  requests  for  review  to 
establish  a  new  NTIOL  class  for  CY 
2013  by  the  March  2,  2012  due  date  (76 
FR  74443). 

4.  Payment  Adjustment 

The  current  payment  adjustment  for  a 
5-year  period  from  the  implementation 
date  of  a  new  NTIOL  class  is  $50  per 
lens.  Since  implementation  of  the 
process  for  adjustment  of  payment 
amounts  for  NTIOLs  in  1999,  we  have 
not  revised  the  payment  adjustment 
amount,  and  we  are  not  proposing  to 
revise  the  payment  adjustment  amount 
for  CY  2013. 

5.  Proposed  Revisions  to  the  Major 
NTIOL  Criteria  Described  in  42  CFR 
416.195 

The  last  significant  revisions  to  the 
regulations  containing  the  substantive 
NTIOL  evaluation  criteria  under  42  CFR 
416.195  occurred  in  2007.  We  are 
proposing  significant  revisions  to 
§  416.195(a)(2)  and  §  416.195(a)(4).  We 
believe  that  revising  §416.195  is 
necessary  in  order  to  improve  the 
quality  of  the  NTIOL  applications.  In 
recent  years,  we  have  received  low 
quality  NTIOL  applications  that  may 
have  been  due  in  part  to  overly-broad 
evaluation  criteria. 

We  are  proposing  to  revise 
§  416.195(a)(2)  to  require  that  the  lOL’s 
FDA-approved  labeling  contains  a  claim 
of  a  specific  clinical  benefit  imparted  by 
a  new  lens  characteristic.  The  lOL  shall 
have  a  new  lens  characteristic  in 
comparison  to  currently  available  lOLs. 
We  also  are  proposing  to  revise 
§  416.195(a)(4)  to  require  that  any 
specific  clinical  benefit  referred  to  in 
§  416.195(a)(2)  must  be  supported  by 
evidence  that  demonstrates  that  the  lOL 
results  in  a  measurable,  clinically 
meaningful,  improved  outcome. 
Improved  outcomes  include:  (i) 

Reduced  risk  of  intraoperative  or 
postoperative  complication  or  trauma: 

(ii)  accelerated  postoperative  recovery; 

(iii)  reduced  induced  astigmatism;  (iv) 
improved  postoperative  visual  acuity; 

(v)  more  stable  postoperative  vision:  and 

(vi)  other  comparable  clinical 
advantages. 

The  proposed  revision  to 
§  416.195(a)(2)  is  necessary  because 


recent  NTIOL  applications  have  not 
included  FDA  labeling  claims  of  clinical 
benefit.  Instead,  the  candidate  lOLs 
have,  in  most  cases,  had  some 
characteristic  for  which  the  applicant 
has  tried  to  prove  clinical  relevance 
through  various  kinds  of  evidence  that 
have  not  been  evaluated  by  the  FDA 
because  the  evidence  is  not  associated 
with  a  labeling  claim.  The  result  has 
been  the  submission  of  low  quality 
evidence  that  has  been  insufficient  for 
NTIOL  status.  We  believe  that  the 
quality  of  the  evidence  would  improve 
if  applicants  were  required  to  obtain  a 
labeling  claim  for  the  NTIOL  benefit  and 
therefore  have  the  evidence  for  such 
benefit  evaluated  by  FDA.  We  believe 
that  this  proposed  approach  would 
better  serve  CMS,  FDA,  and  the 
applicants  because  any  ultimate  grant  of 
NTIOL  status  would  be  supported  by  a 
labeling  claim.  The  manufacturer  could 
then  advertise  the  NTIOL  benefit 
without  running  afoul  of  FDA 
advertising  limitations.  We  would  have 
the  benefit  of  an  FDA  review  of  the 
relevant  evidence,  which  would  be 
particularly  valuable  because  the  FDA 
has  a  dedicated  team  of  scientists, 
physicians,  and  engineers  who  are 
experts  in  evaluating  lOLs. 

The  proposed  revision  to 
§  416.195(a)(4)  is  necessary  to  insure 
that  the  claim  is  clinically  relevant  and 
represents  an  improved  outcome  for 
Medicare  beneficiaries.  We  request 
public  comments  on  these  proposed 
revisions  to  the  NTIOL  regulations. 

6.  Request  for  Public  Comment  on  the 
“Other  Comparable  Clinical 
Advantages”  Improved  Outcome 

Section  416.195(a)(4)),  discussed 
above,  lists  the  following  improved 
outcomes:  (i)  Reduced  risk  of 
intraoperative  or  postoperative 
complication  or  trauma;  (ii)  accelerated 
postoperative  recovery;  (iii)  reduced 
induced  astigmatism;  (iv)  improved 
postoperative  visual  acuity;  (v)  more 
stable  postoperative  vision:  and  (vi) 
other  comparable  clinical  advantages. 

This  list  is  from  the  original  1994 
NTIOL  statutory  provision.  Because  this 
provision  is  almost  20  years  old, 
outcomes  (i)  through  (v)  have  only 
limited  relevance  to  modern  cataract 
surgery.  For  example,  regarding 
outcome  (i),  it  is  unclear  what,  if  any, 
type  of  lOL  could  reduce  the  risk  of 
complication  or  trauma  associated  with 
cataract  surgery,  or  what,  if  any, 
contemporary  cataract  surgery 
complication  could  be  affected  by  a  new 
type  of  lOL.  As  for  outcome  (ii), 
postoperative  recovery  is  already  rapid 
in  uncomplicated  cataract  surgery; 
therefore,  it  is  difficult  to  see  how  it 
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could  be  significantly  accelerated.  Also, 
regarding  outcome  (iii),  clinically 
significant  induced  astigmatism  would 
be  reflective  of  poor  surgical  technique 
and  would  not  depend  upon  lOL  design. 
Regarding  outcome  (iv),  currently 
available  lOLs  provide  such  high  quality 
postoperative  visual  acuity  that  it  would 
be  difficult  to  measure  clinically 
significant  improved  postoperative 
visual  acuity  due  to  a  new  type  of  lOL. 
Finally,  for  outcome  (v),  postoperative 
vision  is  typically  stable  after 
uncomplicated  cataract  surgery,  so  again 
it  would  be  difficult  to  improve  upon 
this  outcome. 

The  last  of  the  listed  improved 
outcomes  is  the  nonspecific  category 
described  as  “other  comparable  clinical 
advantages.”  Given  that  present-day 
cataract  surgery  is  such  a  successful 
procedure  that  results  in  significantly 
improved  vision  for  almost  all  patients 
who  undergo  the  procedure  and  who  are 
appropriate  candidates  for  cataract 
surgery,  we  are  soliciting  comments  on 
what  potential  benefits  associated  with 
a  new  lOL  could  be  considered  to  be  a  • 
“comparable  clinical  advantage”  as 
compared  to  the  list  of  the  five 
improved  outcomes  ft'om  the  statute  and 
regulation  described  above. 

F.  Proposed  ASC  Payment  and 
Comment  Indicators 

1.  Background  , 

In  addition  to  the  payment  indicators 
that  we  introduced  in  the  August  2, 

2007  final  rule,  we  also  created  final 
comment  indicators  for  the  ASC 
payment  system  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66855).  We  created  Addendum  DDl 
to  define  ASC  pajrment  indicators  that 
we  use  in  Addenda  AA  and  BB  to 
provide  payment  information  regarding 
covered  surgical  procedures  and 
covered  ancillary  services,  respectively, 
under  the  revised  ASC  payment  system. 
The  ASC  payment  indicators  in 
Addendum  DDl  are  intended  to  capture 
policy  relevant  characteristics  of  HCPCS 
codes  that  may  receive  packaged  or 
separate  payment  in  ASCs,  such  as 
whether  they  were  on  the  ASC  list  of 
covered  services  prior  to  CY  2008; 
payment  designation,  such  as  device¬ 
intensive  or  office-based,  and  the 
corresponding  ASC  payment 
methodology;  and  their  classification  as 
separately  payable  ancillary  services 
including  radiology  services, 
brachytherapy  sources,  OPPS  pass¬ 
through  devices,  comeal  tissue 
acquisition  services,  drugs  or 
biologicals,  or  NTIOLs. 

We  also- created  Addendum  DD2  that 
lists  the  ASC  comment  indicators.  The 


ASC  comment  indicators  used  in 
Addenda  AA  and  BB  to  the  proposed 
rules  and  final  mies  with  comment 
period  serve  to  identify,  for  the  revised 
ASC  payment  system,  the  status  of  a 
specific  HCPCS  code  and  its'  payment 
indicator  with  respect  to  the  timefi’ame 
when  comments  will  be  accepted.  The 
comment  indicator  “NI”  is  used  in  the 
OPPS/ASC  final  mle  with  comment 
period  to  indicate  new  codes  for  the 
next  calendar  year  for  which  the  interim 
payment  indicatorassigned  is  subject  to 
comment.  The  comment  indicator  “NI” 
is  also  assigned  to  existing  codes  with 
substantial  revisions  to  their  descriptors 
such  that  we  consider  them  to  be 
describing  new  services,  as  discussed  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60622).  In  the 
CY  2013  OPPS/ASC  final  rule  with 
comment  period,  we  will  respond  to 
public  comments  and  finalize  the  ASC 
treatment  of  all  codes  that  are  labeled 
with  comment  indicator  “NI”  in 
Addenda  AA  and  BB  to  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period.  These  addenda  can  be  found  in 
a  file  labeled  “January  2012  ASC 
Approved  HCPCS  Code  and  Payment 
Rates”  in  the  ASC  Addenda  Update 
section  of  the  CMS  Web  site. 

The  “CH”  comment  indicator  is  used 
in  Addenda  AA  and  BB  to  this  CY  2013 
OPPS/ASC  proposed  rule  (which  are 
available  via  the  Internet  on  the  CMS 
Web  site)  to  indicate  that  the  payment 
indicator  assignment  has  changed  for  an 
active  HCPCS  code;  an  active  HCPCS 
code  is  newly  recognized  as  payable  in 
ASCs;  or  an  active  HCPCS  code  is 
discontinued  at  the  end  of  the  current 
calendar  year.  The  “CH”  comment 
indicators  that  are  published  in  the  final 
rule  with  comment  period  are  provided 
to  alert  readers  that  a  change  has  been 
made  from  one  calendar  year  to  the 
next,  but  do  not  indicate  that  the  change 
is  subject  to  comment. 

2.  Proposed  ASC  Payment  and 
Comment  Indicators 

We  are  not  proposing  any  changes  to 
the  definitions  of  the  ASC  payment  and 
comment  indicators  for  CY  2013.  We 
refer  readers  to  Addenda  DDl  and  DD2 
to  this  proposed  rule  (which  are 
available  via  the  Internet  on  the  CMS 
Web  site)  for  the  complete  list  of  ASC 
payment  and  comment  indicators 
proposed  for  the  CY  2013  update. 

G.  ASC  Policy  and  Payment 
Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Act  to  advj^e 
Congress  on  issues  affecting  the 
Medicare  program.  Subparagraphs  (C) 
and  (D)  of  section  1805(b)(1)  of  the  Act 


require  MedPAC  to  submit  reports  to 
Congress  not  later  than  March  15  and 
June  15  of  each  year  that  present  its 
Medicare  payment  policy  reviews  and 
recommendations  and  its  examination 
of  issues  affecting  the  Medicare 
‘program,  respectively.  The  March  2012 
MedPAC  “Report  to  the  Congress: 
Medicare  Payment  Policy”  included  the 
following  recommendations  relating 
specifically  to  the  ASC  payment  system 
for  CY  2013: 

Recommendation  5-1:  “The  Congress 
should  update  the  payment  rates  for 
ambulatory  surgical  centers  by  0.5 
percent  for  calendar  year  2013.  The 
Congress  should  also  require 
ambulatory  surgical  centers  to  submit 
cost  data.” 

Regarding  the  ASC  payment  update 
for  CY  2013,  MedPAC  further  stated 
that:  “On  the  basis  of  our  payment 
adequacy  indicators,  the  lack  of  ASC 
cost  data,  and  our  concerns  about  the 
potential  effect  of  ASC  growth  on 
overall  program  spending,  we  believe  a 
moderate  update  of  0.5  percent  is 
warranted  for  CY  2013.”  With  regard  to 
the  collection  of  cost  data,  MedPAC 
indicated  that  cost  data  are  needed  to 
fully  assess  ASC  payment  adequacy 
under  the  revised  ASC  payment  system 
and  to  examine  whether  an  alternative 
input  price  index  would  be  an 
appropriate  proxy  for  ASC  costs  or 
whether  an  ASC-specific  market  basket 
should  be  developed  to  annually  update 
ASC  payment  rates. 

CMS  Response:  We  note  that 
MedPAC’s  recommendation  is  for  the 
Congress  to  increase  ASC  payment  rates 
by  0.5  percent  in  CY  2013  and  require 
ASCs  to  submit  cost  data.  Congress  has 
not  acted  on  these  recommendations. 

We  are  proposing  to  continue  our 
current  policy  to  update  the  ASC 
conversion  factor  using  the  CPI-U,  and 
we  are  not  proposing  to  require  ASC  to 
submit  cost  data  in  this  proposed  rule. 
However,  as  discussed  in  section 
XlV.H.2.b.  of  this  proposed  rule,  the 
CPI-U  may  not  be  the  best  measure  of 
inflation  for  the  goods  and  services 
provided  by  ASCs  and,  therefore,  we  are 
seeking  public  comment  on  the  type  of 
cost  information  that  would  be  feasible 
to  collect  from  ASCs  that  would  assist 
us  in  determining  possible  alternatives 
to  using  the  CPI-U  to  update  ASC 
payment  rates  for  inflation. 

H.  Calculation  of  the  Proposed  ASC 
Conversion  Factor  and  the  Proposed 
ASC  Payment  Rates 

I.  Background 

In  the  August  2,  2007  final  rule  (72  FR 
42493),  we  established  our  policy  to 
base  ASC  relative  payment  weights  and 
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payment' rates  under  the  revised  ASC 
payment  system  on  APC  groups  and  the 
OPPS  relative  payment  weights. 
Consistent  with  that  policy  and  the 
requirement  at  section  1833(i)(2)(D)(ii) 
of  the  Act  that  the  revised  payment  . 
system  be  implemented  so  that  it  would 
be  budget  neutral,  the  initial  ASC 
conversion  factor  (CY  2008)  was 
calculated  so  that  estimated  total 
Medicare  payments  under  the  revised 
ASC  payment  system  in  the  first  year 
would  be  budget  neutral  to  estimated 
total  Medicare  payments  under  the  prior 
(CY  2007)  ASC  payment  system  (the 
ASC  conversion  factor  is  multiplied  by 
the  relative  payment  weights  calculated 
for  many  ASC  services  in  order  to 
establish  payment  rates).  That  is, 
application  of  the  ASC  conversion  factor 
was  designed  to  result  in  aggregate 
Medicare  expenditures  under  the 
revised  ASC  payment  system  in  CY 
2008  equal  to  aggregate  Medicare 
expenditures  that  would  have  occurred 
in  CY  2008  in  the  absence  of  the  revised 
system,  taking  into  consideration  the 
cap  on  ASC  payments  in  CY  2007  as 
required  under  section  1833(i)(2)(E)  of 
the  Act  (72  FR  42522).  We  adopted  a 
policy  to  make  the  system  budget 
neutral  in  subsequent  calendar  years  (72 
FR  42532  through  42533). 

We  note  that  we  consider  the  term 
“expenditures”  in  the  context  of  the 
budget  neutrality  requirement  under 
section  1833(i)(2)(D)(ii)  of  the  Act  to 
mean  expenditures  from  the  Medicare 
Part  B  Trust  Fund.  We  do  not  consider 
expenditures  to  include  beneficiary 
coinsurance  and  copayments.  This 
distinction  was  important  for  the  CY 
2008  ASC  budget  neutrality  model  that 
considered  payments  across  the  OPPS, 
ASC,  and  MPFS  payment  systems. 
However,  because  coinsurance  is  almost 
always  20  percent  for  ASC  services,  this 
interpretation  of  expenditures  has 
minimal  impact  for  subsequent  budget 
neutrality  adjustments  calculated  within 
the  revised  ASC  payment  system. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66857 
through  66858),  we  set  out  a  step-by- 
step  illustration  of  the  final  budget 
neutrality  adjustment  calculation  based 
on  the  methodology  finalized  in  the 
August  2,  2007  final  rule  (72  FR  42521 
through  42531)  and  as  applied  to 
updated  data  available  for  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period.  The  application  of  that 
methodology  to  the  data  available  for 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  resulted  in  a  budget 
neutrality  adjustment  of  0.65. 

For  CY  2008,  we  adopted  the  OPPS 
relative  payment  weights  as  the  ASC 
relative  payment  weights  for  most 


services  and,  consistent  with  the  final 
policy,  we  calculated  the  CY  2008  ASC 
payment  rates  by  multiplying  the  ASC 
relative  payment  weights  by  the  final 
CY  2008  ASC  conversion  factor  of 
$41,401.  For  covered  office-based 
surgical  procedures  and  covered 
ancillary  radiology  services  (excluding 
covered  ancillary  radiology  services 
involving  certain  nuclear  medicine 
procedures  or  involving  the  use  of 
contrast  agents,  as  discussed  in  section 
XIV.D.2.b.  of  this  proposed  rule)  the 
established  policy  is  to  set  the  payment 
rate  at  the  lower  of  the  MPFS 
unadjusted  non-facility  PE  RVU-based 
amount  or  the  amount  calculated  using 
the  ASC  standard  ratesetting 
methodology.  Further,  as  discussed  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66841  through 
66843),  we  also  adopted  alternative 
ratesetting  methodologies  for  specific 
types  of  services  (for  example,  device¬ 
intensive  procedures). 

As  discussed  in  the  August  2,  2007 
final  rule  (72  FR  42517  through  42518) 
and  as  codified  at  §  416.172(c)  of  the 
regulations,  the  revised  ASC  payment 
system  accounts  for  geographic  wage 
variation  when  calculating  individual 
ASC  payments  by  applying  the  pre-floor 
and  pre-reclassified  hospital  wage 
indices  to  the  labor-related  share,  which 
is  50  percent  of  the  ASC  payment 
amount.  Beginning  in  CY  2008,  CMS 
accounted  for  geographic  wage  variation 
in  labor  cost  when  calculating 
individual  ASC  payments  by  applying 
the  pre-floor  and  pre-reclassified 
hospital  wage  index  values  that  CMS 
calculates  for  payment,  using  updated 
Core  Based  Statistical  Areas  (CBSAs) 
issued  by  OMB  in  June  2003.  The 
reclassification  provision  provided  at 
section  1886(d)(10)  of  the  Act  is  specific 
to  hospitals.  We  believe  that  using  the 
most  recently  available  raw  pre-floor 
and  pre-reclassified  hospital  wage 
indices  results  in  the  most  appropriate 
adjustment  to  the  labor  portion  of  ASC 
costs.  In  addition,  use  of  the  unadjusted 
hospital  wage  data  avoids  further 
reductions  in  certain  rural  statewide 
wage  index  values  that  result  from 
reclassification.  We  continue  to  believe 
that  the  unadjusted  hospital  wage 
indices,  which  are  updated  yearly  and 
are  used  by  many  other  Medicare 
'pajnnent  systems,  appropriately  account 
for  geographic  variation  in  labor  costs 
for  ASCs. 

We  note  that  in  certain  instances  there 
might  be  urban  or  rural  areas  for  which 
there  is  no  IPPS  hospital  whose  wage 
index  data  would  be  used  to  set  the 
wage  index  for  that  area.  For  these  areas, 
our  policy  has  been  to  use  the  average 
of  the  wage  indices  for  CBSAs  (or 


metropolitan  divisions  as  applicable) 
that  are  contiguous  to  the  area  that  has 
no  wage  index  (where  “contiguous”  is 
defined  as  sharing  a  border).  We  have 
applied  a  proxy  wage  index  based  on 
this  methodology  to  ASCs  located  in 
CBSA  25980  Hinesville-Fort  Stewart, 

GA,  and  CBSA  22  Rural  Massachusetts.  . 

In  CY  2011,  we  identified  another 
area,  specifically,  CBSA  11340 
Anderson,  SC  for  which  there  is  no  IPPS 
hospital  whose  wage  index  data  would 
be  used  to  set  the  wage  index  for  that 
area.  Generally,  we  would  use  the 
methodology  described  above;  however, 
in  this  situation,  all  of  the  areas 
contiguous  to  CBSA  11340  Anderson, 

SC  are  rural.  Therefore,  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72058  through  72059),  we 
finalized  our  proposal  to  set  the  ASC 
wage  index  by  calculating  the  average  of 
all  wage  indices  for  urban  areas  in  tbe 
State  when  all  contiguous  areas  to  a 
CBSA  are  rural  and  there  is  no  IPPS 
hospital  whose  wage  index  data  could 
be  used  to  set  the  wage  index  for  that 
area.  In  other  situations,  where  there  are 
no  IPPS  hospitals  located  in  a  relevant 
labor  market  area,  we  will  continue  our 
current  policy  of  calculating  an  urban  or 
rural  area’s  wage  index  by  calculating 
the  average  of  the  wage  indices  for 
CBSAs  (or  metropolitan  divisions  where 
applicable)  that  are  contiguous  to  the 
area  with  no  wage  index. 

2.  Proposed  Calculation  of  the  ASC 
Payment  Rates 

a.  Updating  the  ASC  Relative  Payment 
Weights  for  CY  2013  and  Future  Years 

We  update  the  ASC  relative  payment 
weights  each  year  using  the  national 
OPPS  relative  payment  weights  (and 
MPFS  nonfacility  PE  RVU-based 
amounts,  as  applicable)  for  that  same 
calendar  year  and  uniformly  scale  the 
ASC  relative  payment  weights  for  each 
update  year  to  make  them  budget 
neutral  (72  FR  42533).  We  note  that,  as 
discussed  in  section  II.A.2.f.  of  this 
proposed  rule,  because  we  are 
proposing  to  base  the  OPPS  relative 
payment  w»ights  on  geometric  mean 
costs  for  CY  2013,  the  ASC  system 
would  shift  to  the  use  of  geometric 
means  to  determine  relative  payment 
weights  under  the  ASC  standard 
ratesetting  methodology.  Consistent 
with  our  established  policy,  we  are 
proposing  to  scale  the  CY  2013  relative 
payment  weights  for  ASCs  according  to 
the  following  method.  Holding  ASC 
utilization  and  the  mix  of  services 
constant  from  CY  2011,  we  are 
proposing  to  compare  the  total  payment 
using  the  CY  2012  ASC  relative 
payment  weights  with  the  total  payment 
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using  the  CY  2013  relative  payment 
weights  to  take  into  account  the  changes 
in  the  OPPS  relative  payment  weights 
between  CY  2012  and  CY  2013.  We 
would  use  the  ratio  of  CY  2012  to  CY 
2013  total  payment  (the  weight  scaler) 
to  scale  the  ASC  relative  payment 
weights  for  CY  2013.  The  proposed  CY 
2013  ASC  scaler  is  0.9331  and  scaling 
would  apply  to  the  ASC  relative 
payment  weights  of  the  covered  surgical 
procedures  and  covered  ancillary 
radiology  services  for  which  the  ASC 
jjayment  rates  are  based  on  OPPS 
relative  payment  weights. 

Scaling  would  not  apply  in  the  case 
of  ASC  payment  for  separately  payable 
covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount  (that  is,  their  national  ASC 
payment  eunounts  are  not  based  on 
OPPS  relative  payment  weights),  such 
as  drugs  and  biologicals  that  are 
separately  paid  or  services  that  are 
contractor-priced  or  paid  at  reasonable 
cost  in  ASCs.  Any  service  with  a 
predetermined  national  payment 
amount  would  be  included  in  the  ASC 
budget  neutrality  comparison,  but 
scaling  of  the  ASC  relative  payment 
weights  would  not  apply  to  those 
services.  The  ASC  payment  weights  for 
those  services  without  predetermined 
national  payment  amounts  (that  is, 
those  services  with  national  payment 
amounts  that  would  be  based  on  OPPS 
relative  payment  weights)  would  be 
scaled  to  eliminate  any  difference  in  the 
total  payment  between  the  current  year 
and  the  update  year. 

For  any  given  year’s  ratesetting,  we 
typically  use  the  most  recent  full 
calendar  year  of  claims  data  to  model 
budget  neutrality  adjustments.  We 
currently  have  available  98  percent  of 
CY  2011  ASC  claims  data. 

To  create  an  analytic  file  to  support 
calculation  of  the  weight  scaler  and 
budget  neutrality  adjustment  for  the 
wage  index  (discussed  below),  we 
summarized  available  CY  2011  ASC 
claims  by  ASC  and  by  HCPCS  c^ode.  We 
used  the  National  Provider  Identifier  for 
the  purpose  of  identifying  unique  ASCs 
within  the  CY  2011  claims  data.  We 
used  the  supplier  zip  code  reported  on 
the  claim  to  associate  State,  county,  and 
CBSA  with  each  ASC.  This  file, 
available  to  the  public  as  a  supporting 
data  file  for  the  proposed  rule,  is  posted, 
on  the  CMS  Web  site  at:  http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Paymen  t/A  SCPaymen  t/ASC- 
ReguIations-and-Notices.html. 

b.  Updating  the  ASC  Conversion  Factor 

Under  the  OPPS,  we  typically  apply 
a  budget  neutrality  adjustment  for 
provider  level  changes,  most  notably  a 


change  in  the  wage  index  values  for  the 
upcoming  year,  to  the  conversion  factor. 
Consistent  with  our  final  ASC  payment 
policy,  for  the  CY  201 3  ASC  payment 
system,  we  are  proposing  to  calculate 
and  apply  a  budget  neutrality 
adjustment  to  the  ASC  conversion  factor 
for  supplier  level  changes  in  wage  index 
values  for  the  upcoming  year,  just  as  the 
OPPS  wage  index  budget  neutrality 
adjustment  is  calculated  and  applied  to 
the  OPPS  conversion  factor.  For  CY 
2013,  we  calculated  this  proposed 
adjustment  for  the  ASC  payment  system 
by  using  the  most  recent  CY  2011  claims 
data  available  and  estimating  the 
difference  in  total  payment  that  would 
be  created  by  introducing  the  proposed 
CY  2013  pre-floor  and  pre-reclassified 
hospital  wage  indices.  Specifically, 
holding  CY  2011  ASC  utilization  and 
service-mix  and  the  proposed  CY  2013 
national  payment  rates  after  application 
of  the  weight  scaler  constant,  we 
calculated  the  total  adjusted  payment 
using  the  CY  2012  pre-floor  and  pre- 
reclassified  hospital  wage  indices  and 
the  total  adjusted  payment  using  the 
proposed  CY  2013  pre-floor  and  pre- 
reclassified  hospital  wage  indices.  We 
used  the  50-percent  labor-related  share 
for  both  total  adjusted  payment 
calculations.  We  then  compared  the 
total  adjusted  payment  calculated  with 
the  CY  2012  pre-floor  and  pre- 
reclassified  hospital  wage  indices  to  the 
total  adjusted  payment  calculated  with 
the  proposed  CY  2013  pre-floor  and  pre- 
reclassified  hospital  wage  indices  and 
applied  the  resulting  ratio  of  1.0002  (the 
proposed  CY  2013  ASC  wage  index 
budget  neutrality  adjustment)  to  the  CY 
2012  ASC  conversion  factor  to  calculate 
the  proposed  CY  2013  ASC  conversion 
factor. 

Section  1833(i)(2)(C)(i)  of  the  Act 
requires  that,  “if  the  Secretary  has  not 
updated  amounts  established”  under 
the  revised  ASC  payment  system  in  a 
calendar  year,  the  payment  amounts 
“shall  be  increased  by  the  percentage 
increase  in  the  Consumer  Price  Index 
for  all  urban  consumers  (U.S.  city 
average)  as  estimated  by  the  Secretary 
for  the  12-month  period  ending  with  the 
midpoint  of  the  year  involved.”  The 
statute,  therefore,  does  not  mandate  the 
adoption  of  any  particular  update 
mechanism,  but  it  requires  the  payment  ' 
amounts  to  be  increased  by  the  CPI-U 
in  the  absence  of  any  update.  Because 
the  Secretary  updates  the  ASC  payment 
amounts  annually,  we  adopted  a  policy, 
which  we  codified  at  42  CFR 
416.171(a)(2)(ii),  to  update  the  ASC 
conversion  factor  using  the  CPI-U  for 
CY  2010  and  subsequent  calendar  years. 
Therefore,  the  annual  update  to  the  ASC 


payment  system  is  the  CPI-U  (referred 
to  as  the  CPI-U  update  factor). 

ASC  stakeholders,  as  well  as 
MedPAC,  have  commented  throughout 
the  years  that  the  CPI-U  may  not 
adequately  measure  inflation  for  the 
goods  and  services  provided  by  ASCs 
(see,  for  example,  76  FR  74444,  74448 
through  74450;  73  FR  68757;  and  72  FR 
66859).  While  we  believe  the  CPI-U  is 
appropriate  to  apply  to  update  the  ASC 
payment  system,  the  CPI-U  is  highly 
weighted  for  housing  and  transportation 
and  may  not  best  reflect  inflation  in  the 
cost  of  providing  ASC  services.  In 
developing  this  proposed  rule,  we 
considered  possible  alternatives  to  using 
the  CPI-U  to  update  ASC  payment  rates 
for  inflation. 

ASC  stakeholders  have  urged  us  to 
adopt  the  hospital  market  basket  to 
update  ASC  payment  rates  for  inflation 
when  commenting  on  each  proposed 
rule  since  the  beginning  of  the  revised 
ASC  payment  system  (72  FR  66859;  73 
FR  68757;  74  FR  60628  through  60629; 

75  FR  72063;  76  FR  74449).  We 
considered  the  hospital  market  basket  as 
an  alternative  to  the  CPI-U  and,  while 
the  items  included  in  the  hospital 
market  basket  seem  reflective  of  the 
kinds  of  costs  incurred  by  ASCs,  as 
stated  in  the  CY  2012  OPPS/ ASC  final 
rule  with  comment  period,  we  believe 
that  the  hospital  market  basket  does  not 
align  with  the  cost  structures  of  ASCs. 

A  much  wider  range  of  services,  such  as 
room  and  board  and  emergency 
services,  are  provided  by  hospitals  but 
are  not  costs  associated  with  providing 
services  in  ASCs  (76  FR  74450).  As 
other  possible  alternatives  to  the  CPI-U 
update,  we  considered  using  the 
physician’s  practice  expense  (PE) 
component  of  the  Medicare  Economic 
Index  (MEI)  update,  as  well  as  using  an 
average  of  the  hospital  market  basket 
update  and  the  PE  component  of  the 
MEI  update.  However,  until  we  have 
more  information  regarding  the  cost 
inputs  of  ASCs,  we  are  not  confident 
that  any  of  these  alternatives  are  a  better 
proxy  for  ASC  costs  than  the  CPI-U. 
Therefore,  we  are  proposing  a 
continuation  of  the  established  policy  of 
basing  the  ASC  update  on  the  CPI-U.  In 
addition,  we  are  seeking  public 
comment  on  the  type  of  cost 
information  that  would  be  feasible  to 
collect  from  ASCs  in  the  future  in  order 
to  determine  if  one  of  these  alternative 
updates  or  an  ASC-specifiC  market 
basket  would  be  a  better  proxy  for  ASC 
cost  inflation  than  the  CPI-U. 

Section  3401  (k)  of  the  Affordable  Care 
Act  amended  section  1833(i)(2)(D)  of  the 
Act  by  adding  a  new  clause  (v)  which 
requires  that  “any  annual  update  under 
[the  ASC  payment]  system  for  the  year, 
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after  application  of  clause  (iv),  shall  be 
reduced  by  the  productivity  adjustment 
described  in  section 
1886(b)(3)(B)(xi){II)”  of  the  Act  effective 
with  the  calendar  year  beginning 
January  1,  2011.  The  statute  defines  the 
productivity  adjustment  to  be  equal  to 
the  10-year  moving  average  of  changes 
in  annual  economy-wide  private 
nonfarm  business  multifactor 
productivity  (MFP)  (as  projected  by  the 
Secretary  for  the  10-year  period  ending 
with  the  applicable  fiscal  year,  year, 
cost  reporting  period,  or  other  annual 
period)  (the  “MFP  adjustment”).  Clause 
(iv)  authorizes  the  Secretary  to  provide 
for  a  reduction  in  any  annual  update  for 
failure  to  report  on  quality  measures. 
Clause  (v)  states  that  application  of  the 
MFP  adjustment  to  the  ASC  payment 
system  may  result  in  the  update  to  the 
ASC  payment  system  being  less  than 
zero  for  a  year  and  may  result  in  . 
payment  rates  under  the  ASC  payment 
system  for  a  year  being  less  than  such 
payment  rates  for  the  preceding  year. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74516),  we 
finalized  a  policy  that  ASCs  begin 
submitting  data  on  quality  measures  for 
services  beginning  on  October  1,  2012 
for  the  CY  2014  payment  determination 
under  the  ASCQR  Program.  Section 
XVI. D.  of  this  proposed  rule  provides  a 
discussion  of  the  proposed  payment 
reduction  to  the  annual  update  for  ASCs 
that  fail  to  meet  the  ASCQR  Program 
requirements.  In  summary,  we  are 
proposing  to  calculate  reduced  national 
unadjusted  payment  rates  using  the 
ASCQR  Program  reduced  update 
conversion  factor  that  would  apply  to 
ASCs  that  fail  to  meet  their  quality 
reporting  requirements.  The  reduced 
rates  would  apply  beginning  in  CY 
2014.  We  are  proposing  that  application 
of  the  2.0  percentage  point  reduction  to 
the  annual  update  factor,  which 
currently  is  the  CPI-U,  may  result  in  the 
update  to  the  ASC  payment  system 
being  less  than  zero  for  a  year  for  ASCs 
that  fail  to  meet  the  ASCQR  Program 
requirements.  We  are  proposing  changes 
to  §§  416.160(a)(1)  and  416.171  to  reflect 
this  proposal. 

In  accordance  with  section 
1833(i)(2)(C)(i)  of  the  Act,  before 
applying  the  MFP  adjustment,  the 
Secretary  first  determines  the 
“percentage  increase”  in  the  CPI-U, 
which  we  interpret  cannot  be  a  negative 
number.  Thus,  in  the  instance  where  the 
percentage  change  in  the  CPI-U  for  a 
year  is  negative,  we  would  hold  the 
CPI-U  update  factor  for  the  ASC 
payment  system  to  zero.  For  the  CY 
2014  payment  determination  and 
subsequent  payment  determination 
years,  under  section  1833(i)(2)(D)(iv)  of 


the  Act,  we  would  reduce  the  annual 
update  by  2.0  percentage  points  for  an 
ASC  that  fails  to  submit  quality 
information  under  the  rules  established 
by  the  Secretary  in  accordance  with 
section  1833(i)(7)  of  the  Act.  Section 
1833(i)(2)(D)(v)  of  the  Act,  as  added  by 
section  3401(k)  of  the  Affordable  Care. 
Act,  requires  that  the  Secretary  reduce 
the  annual  update  factor,  after 
application  of  any  quality  reporting 
reduction  by  the  MFP  adjustment,  and 
states  that  application  of  the  MFP 
adjustment  may  reduce  this  percentage 
change  below  zero.  If  the  application  of 
the  MFP  adjustment  to  the  annual 
update  factor  after  application  of  any 
quality  reporting  reduction  would  result 
in  an  MFP-adjusted  update  factor  that  is 
less  than  zero,  the  resulting  update  to 
the  ASC  payment  rates  would  be 
negative  and  payments  would  decrease 
relative  to  the  prior  year.  Illustrative 
examples  of  how  the  MFP  adjustment 
would  be  applied  to  the  ASC  payment 
system  update  are  found  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72062  through  72064). 

For  this  proposed  rule,  for  the  12-  * 

month  period  ending  with  the  midpoint 
of  CY  2013,  the  CPI-U  update  is 
projected  to  be  2.2  percent.  Because  the 
ASCQR  Program  does  not  affect 
payment  rates  until  CY  2014,  there 
would  be  no  quality  reporting  reduction 
to  the  CPI-U  for  CY  2013.  The  MFP 
adjustment  for  the  period  ending  with 
the  midpoint  of  CY  2013  is  projetted  to 
be  0.9  percent  based  on  the 
methodology  for  calculating  the  MFP 
adjustment  finalized  in  the  CY  2011 
MPFS  final  rule  with  comment  period 
(75  FR  73394  through  73396)  as  revised 
in  the  CY  2012  MPFS  final  rule  with 
comment  period  (76  FR  73300  through 
73301).  We  are  proposing  to  reduce  the 
CPI-U  update  of  2.2  percent  by  the  MFP 
adjustment  of  0.9  percent,  resulting  in 
an  MFP-adjusted  CPI-U  update  factor  of 
1.3  percent.  Therefore,  we  are  proposing 
to  apply  a  1.3  percent  MFP-adjusted 
CPI-U  update  factor  to  the  CY  2012  ASC 
conversion  factor. 

For  CY  2013,  we  also  are  proposing  to 
adjust  the  CY  2012  ASC  conversion 
factor  ($42,627)  by  the  wage  adjustment 
for  budget  neutrality  of  1.0002  in 
addition  to  the  MFP-adjusted  update 
factor  of  1.3  percent  discussed  above, 
which  results  in  a  proposed  CY  2013 
ASC  conversion  factor  of  $43,190. 

We  invite  public  comment  on  these 
proposals. 

3.  Display  of  Proposed  CY  2013  ASC 
Payment  Rates 

Addenda  AA  and  BB  to  this  proposed 
rule  (which  are  available  via  the  Internet 
on  the  CMS  Web  site)  display  the 


proposed  updated  ASC  payment  rates 
for  CY  2013  for  covered  surgical 
procedures  and  covered  ancillary 
services,  respectively.  These  addenda 
contain  several  types  of  information 
related  to  the  proposed  CY  2013 
payment  rates.  Specifically,  in 
Addendum  AA,  a  “Y”  in  the  column 
titled  “Subject  to  Multiple  Procedure 
Discounting”  indicates  that  the  surgical 
procedure  will  be  subject  to  the 
multiple  procedure  payment  reduction 
policy.  As  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66829  through  66830), 
most  covered  surgical  .procedures  are 
subject  to  a  50-percent  reduction  in  the 
ASC  payment  for  the  lower-paying 
procedure  when  more  than  one 
procedure  is  performed  in  a  single 
operative  session.  Display  of  the 
comment  indicator  “CH”  in  the  column 
titled  “Comment  Indicator”  indicates  a 
change  in  payment  policy  for  the  item 
or  service,  including  identifying 
discontinued  HCPCS  codes,  designating 
items  or  services  newly  payable  under 
the  ASC  payment  system,  and 
identifying  items  or  services  with 
changes  in  the  ASC  payment  indicator 
for  CY  2012.  Display  of  the  comment 
indicator  “NI”  in  the  column  titled 
“Comment  Indicator”  indicates  that  the 
code  is  new  (or  substantially  revised) 
and  that  the  payment  indicator 
assignment  is  an  interim  assignment 
that  is  open  to  comment  on  the  final 
rule  with  comment  period. 

The  values  displayed  in  the  column 
titled  “CY  2013  Payment  Weight”  are 
the  proposed  relative  payment  weights 
for  each  of  the  listed  services  for  CY 
2013.  The  payment  weights  for  all 
covered  surgical  procedures  and 
covered  ancillary  services  whose  ASC 
payment  rates  are  based  on  OPPS 
relative  payment  weights  were  scaled 
for  budget  neutrality.  Thus,  scaling  was 
not  applied  to  the  device  portion  of  the 
device-intensive  procedures,  services 
that  are  paid  at  the  MPFS  nonfacility  PE 
RVU-based  amount,  separately  payable 
covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount,  such  as  drugs  and  biologicals 
and  brachytherapy  sources  that  are 
separately  paid  under  the  OPPS,  or 
services  that  are  contractor-priced  or 
paid  at  reasonable  cost  in  ASCs. 

To  derive  the  proposed  CY  2013 
payment  rate  displayed  in  the  “CY  2013 
Payment”  column,  each  ASC  payment 
weight  in  the  “CY  2013  Payment 
Weight”  column  was  multiplied  by  the 
proposed  CY  2013  conversion  factor  of 
$43,190.  The  conversion  factor  includes 
a  budget  neutrality  adjustment  for 
changes  in  the  wage  index  values  and 
tlm  annual  update  factor  as  reduced  by 
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the  productivity  adjustment  (as 
discussed  in  section  XV.H.2.b.  of  this 
proposed  rule). 

In  Addendum  BB,  there  are  no 
relative  payment  weights  displayed  in 
the  “CY  2013  Payment  Weight”  column 
for  items  and  services  with 
predetermined  national  payment 
amounts,  such  as  separately  payable 
drugs  and  biologicals.  The  “CY  2013 
Payment”  column  displays  the 
proposed  CY  2013  national  unadjusted 
ASC  payment  rates  for  all  items  and 
services.  The  proposed  CY  2013  ASC 
payment  rates  listed  in  Addendum  BB 
for  separately  payable  drugs  and 
biologicals  are  based  on  ASP  data  used 
for  payment  in  physicians’  offices  in 
April  2012. 

XV.  Hospital  Outpatient  Quality 
Reporting  Program  Updates 

A.  Background 

1.  Overview 

CMS  has  implemented  quality 
measure  reporting  programs  for  multiple 
settings  of  care.  These  programs 
promote  higher  quality,  more  efficient 
health  care  for  Medicare  beneficiaries. 
The  quality  data  reporting  program  for 
hospital  outpatient  care,  known  as  the 
Hospital  Outpatient  Quality  Reporting 
(Hospital  OQR)  Progran;,  formerly 
known  as  the  Hospital  Outpatient 
Quality  Data  Reporting  Program  (HOP 
QDRP),  has  been  generally  modeled 
after  the  quality  data  reporting  program 
for  hospital  inpatient  services  known  as 
the  Hospital  Inpatient  Quality  Reporting 
(Hospital  IQR)  Progreun  (formerly 
known  as  the  Reporting  Hospital 
Quality  Data  for  Annual  Payment 
Update  (RHQDAPU)  Program).  Both  of 
these  quality  reporting  programs  for 
hospital  services  have  financial 
incentives  for  the  reporting  of  quality 
data  to  CMS. 

CMS  also  has  implemented  quality 
reporting  programs  for  long  term  care 
hospitals,  inpatient  rehabilitation 
hospitals,  the  hospice  program, 
ambulatory  surgical  centers  (the 
Ambulatory  Surgical  Center  Quality 
Reporting  (ASCQR)  Program),  as  well  as 
a  program  for  physicians  and  other 
eligible  professionals,  known  as  the 
Physician  Quality  Reporting  System 
(PQRS)  (formerly  known  as  the 
Physician  Quality  Reporting  Initiative 
(PQRI)).  CMS  has  recently  proposed  to 
implement  quality  reporting  programs 
for  inpatient  psychiatric  facilities  emd 
PPS-exempt  cancer  hospitals. 

Finally,  CMS  has  implemented  a 
Hospital  Value-Based  Purchasing 
Program  and  an  end-stage  renal  disease 
(ESRD)  Quality  Incentive  Program  (76  . 


FR  628  through  646)  that  link  payment 
to  performance. 

In  implementing  the  Hospital  OQR 
Program  and  other  quality  reporting 
programs,  we  have  focused  on  measures 
that  have  high  impact  and  support 
national  priorities  for  improved  quality 
and  efficiency  of  care  for  Medicare 
beneficiaries  as  reflected  in  the  National 
Quality  Strategy,  as  well  as  conditions 
for  which  wide  cost  and  treatment 
variations  have  been  reported,  despite 
established  clinical  guidelines.  Our 
ultimate  goal  is  to  align  the  clinical 
quality  measure  requirements  of  the 
Hospital  OQR  Program  and  various 
other  programs,  such  as  the  Hospital 
IQR  Program,  the  ASCQR  Program,  and 
those  authorized  by  the  Health 
Information  Technology  for  Economic 
emd  Clinical  Health  (HITECH)  Act,  so 
that  the  burden  for  reporting  will  be 
reduced.  As  appropriate,  we  will 
consider  the  adoption  of  measures  with 
electronic  specifications,  to  enable  the 
collection  of  this  information  as  part  of 
care  delivery.  Establishing  such  an 
alignment  will  require  interoperability 
between  electronic  health  records 
(EHRs),  and  CMS  data  collection 
systems,  with  data  being  calculated  and 
submitted  via  certified  EHR  technology; 
additional  infrastructural  development 
on  the  part  of  hospitals  and  CMS;  and 
the  adoption  of  standards  for  capturing, 
formatting,  and  transmitting  the  data 
elements  that  make  up  the  measures. 
Once  these  activities  are  accomplished, 
the  adoption  of  many  measures  that  rely 
on  data  obtained  directly  ft’om  EHRs 
will  enable  us  to  expand  the  Hospital 
OQR  Program  measure  set  with  less  cost 
and  burden  to  hospitals. 

In  implementing  this  and  other 
quality  reporting  programs,  we  generally 
applied  the  same  principles  for  the 
development  and  the  use  of  measures, 
with  some  differences: 

•  Our  overarching  goal  is  to  support 
the  National  Quality  Strategy’s  three- 
part  aim  of  better  health  care  for 
individuals,  better  health  for 
populations,  and  lower  costs  for  health 
care.  The  Hospital  OQR  Program  will 
help  achieve  the  three-part  aim  by 
creating  transparency  around  the  quality 
of  care  at  hospital  outpatient 
departments  to  support  patient 
decision-making  and  quality 
improvement.  Given  the  availability  of 
well-validated  measures  and  the  need  to 
balance  breadth  with  minimizing 
burden,  measures  should  take  into 
account  and  address,  as  fully  as 
possible,  the  six  domains  of 
measurement  that  arise  fi-om  the  six 
priorities  of  the  National  Quality 
Strategy:  Clinical  care;  Person-  and 
caregiver-centered  experience  and 


outcomes;  Safety;  Efficiency  and  cost 
reduction;  Care  coordination;  and 
Community/population  health.  More 
information  regarding  the  National 
Quality  Strategy  can  be  found  at: 
http://www.hhs.gov/secretary/about/ 
priorities/ priorities.html  and  http:// 
www.ahrq.gov/workingforquality/.  HHS 
engaged  a  wide  range  of  stakeholders  to 
develop  the  National  Quality  Strategy, 
as  required  by  the  Affordable  Care  Act. 

•  Pay-for-reporting  and  public 
reporting  should  rely  on  a  mix  of 
standards,  processes,  outcomes, 
efficiency,  and  patient  experience  of 
care  measures,  including  measures  of 
care  transitions  and  changes  in  patient 
functional  status. 

•  To  the  extent  possible  and 
recognizing  differences  in  payment 
system  maturity  and  statutory 
authorities,  measures  should  be  aligned 
across  Medicare  and  Medicaid  public 
reporting  and  incentive  payment 
systems  to  promote  coordinated  efforts 
to  improve  quality.  The  measure  sets 
should  evolve  so  that  they  include  a 
focused  set  of  measures  appropriate  to 
the  specific  provider  category  that 
reflects  the  level  of  care  and  the  most 
important  areas  of  service  and  measures 
for  that  provider  category. 

•  We  weigh  the  relevance  and  the 
utility  of  measures  compared  to  the 
burden  on  hospitals  in  submitting  data 
under  the  Hospital  OQR  Program.  The 
collection  of  information  burden  on 
providers  should  be  minimized  to  the 
extent  possible.  To  this  end,  we  are 
working  toward  the  eventual  adoption 
of  electronically-specified  measures  so 
that  data  can  be  calculated  and 
submitted  via  certified  EHR  technology 
with  minimal  burden.  We  also  seek  to 
use  measures  based  on  alternative 
sources  of  data  that  do  not  require  chart 
abstraction  or  that  utilize  data  already 
being  reported  by  many  hospitals,  such 
as  data  that  hospitals  report  to  clinical 
data  registries,  or  all-payer  claims 
databases.  In  recent  years  we  have 
adopted  measures  that  do  not  require 
chart  abstraction,  including  structural 
measures  and  claims-based  measures 
that  we  can  calculate  using  other  data 
sources. 

•  To  the  extent  practicable  and 
feasible,  and  recognizing  differences  in 
statutory  authorities,  measures  used  by 
CMS  should  be  endorsed  by  a  national, 
multi-stakeholder  organization.  We  take 
into  account  the  views  of  the  Measure 
Application  Partnership  (MAP).  The 
MAP  is  a  public-private  partnership 
convened  by  the  NQF  for  the  primary 
purpose  of  providing  input  to  HHS  on 
selecting  performance  measures  for 
quality  reporting  programs  and  pay  for 
reporting  programs.  The  MAP  views 
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patient  safety  as  a  high  priority  area  and 
it  strongly  supports  the  use  of  NQF- 
endorsed  safety  measures.  Accordingly, 
we  consider  the  MAP’s 
recommendations  in  selecting  quality 
and  efficiency  measures  http:// 

WWW.  q  u  alityforum .  org/ 
Setting_Priorities/Partnership/Measure_ 
Applications  Partnership. aspx. 

•  Measures  should  be  developed  with 
the  input  of  providers,  purchasers/ 
payers,  consumers,  and  other 
stakeholders.  Measures  should  be 
aligned  with  best  practices  among  other 
payers  and  the  needs  of  the  end  users 
of  the  measures.  We  take  into  account 
widely  accepted  criteria  established  in 
medical  literature. 

•  HHS  Strategic  Plan  and  Initiatives. 
HHS  is  the  U.S.  government’s  principal 
agency  for  protecting  the  health  of  all 
Americans.  HHS  accomplishes  its 
mission  through  programs  and 
initiatives.  Every  4  years  HHS  updates 
its  Strategic  Plan  and  measures  its 
progress  in  addressing  specific  national 
problems,  needs,  or  mission-related 
challenges.  The  goals  of  the  HHS 
Strategic  Plan  for  Fiscal  Years  2010 
through  2015  are  to:  Transform  Health 
Care;  Advance  Scientific  Knowledge 
and  Innovation;  Advance  the  Health, 
Safety,  and  Well-Being  of  the  American 
People;  Increase  Efficiency, 
Transparency,  and  Accountability  of 
HHS  Programs;  and  Strengthen  the 
Nation’s  Health  and  Human  Services 
Infrastructure  and  Workforce  {http:// 
www.hhs.gov/about/FY2012budget/ 
strategicplandetail.pdf).  HHS  prioritizes 
policy  and  program  interventions  to 
address  the  leading  causes  of  death  and 
disability  in  the  United  States, 
including  heart  disease,  cancer,  stroke, 
chronic  lower  respiratory  diseases, 
unintentional  injuries  and  preventable 
behaviors.  Initiatives  such  as  the  HHS 
Action  Plan  to  Reduce  HAls  in  clinical 
settings  and  the  Partnership  for  Patients 
exemplify  these  programs. 

•  CMS  Strategic  Plan.  We  strive  to 
ensure  that  measures  for  different 
Medicare  and  Medicaid  programs  are 
aligned  with  priority  quality  goals,  that 
measure  specifications  are  aligned 
across  settings,  that  outcome  measures 
are  used  whenever  possible,  and  that 
quality  measures  are  collected  from 
EHRs  as  appropriate. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74451 
through  74452),  we  responded  to  public 
comment  on  many  of  these,  principles. 
In  this  proposed  rulemaking,  we 
generally  applied  the  same  principals 
for  our  considerations  for  future 
measures,  with  some  differences. 


2.  Statutory  History  of  the  Hospital 
Outpatient  Quality  Reporting  (Hospital 
OQR)  Program 

We  refer  readers  to  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72064)  for  a  detailed 
discussion  of  the  statutory  history  of  the 
Hospital  OQR  Program. 

3.  Measure  Updates  and  Data 
Publication 

a.  Process  for  Updating  Quality 
Measures 

Technical  specifications  for  the 
Hospital  OQR  Program  measures  are 
listed  in  the  Hospital  OQR 
Specifications  Manual,  which  is  posted 
on  the  CMS  QualityNet  Web  site  at: 
http://www.QualityNet.org.  We 
maintain  the  technical  specifications  for 
the  measures  by  updating  this  Hospital 
OQR  Specifications  Manual  and 
including  detailed  instructions  and 
calculation  algorithms.  In  some  cases 
where  the  specifications  are  available 
elsewhere,  we  may  include  links  to  Web 
sites  hosting  technical  specifications. 
These  resources  are  for  hospitals  to  use 
when  collecting  and  submitting  data  on 
required  measures. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68766 
through  68767),  we  established  an 
additional  subregulatory  process  for 
making  updates  to  the  measures  we 
have  adopted  for  the  Hospital  OQR 
Program.  This  process  is  necessary  so 
that  the  Hospital  OQR  measures  are 
calculated  based  on  the  most  up-to-date 
scientific  and  consensus  standards. 
Under  this  process,  when  a  national 
consensus  building  entity  updates  the 
specifications  for  a  measure  that  we 
have  adopted  for  the  Hospital  OQR 
Program,  we  update  our  specifications 
for  that  measure  accordingly.  For 
measures  that  are  not  endorsed  by  a 
national  consensus  building  entity,  the 
subregulatory  process  is  based  on 
scientific  advances  as  determined 
necessary  by  CMS,  in  part,  through  our 
measure  maintenance  process  involving 
Technical  Expert  Panels  (73  FR  68767). 
We  provide  notice  of  the  updates  via  the 
QualityNet  Web  site,  http:// 
www.QuaIityNet.org,  and  in  the 
Hospital  OQR  Specifications  Manual. 

We  generally  release  the  Hospital 
OQR  Specifications  Manual  every  6 
months  and  release  addenda  as 
necessary.  This  release  schedule 
provides  at  least  3  months  of  advance 
notice  for  non-substantive  changes  such 
as  changes  to  ICD-9,  CPT,  NUBC,  and 
HCPCS  codes,  and  at  least  6  months  of 
advance  notice  for  changes  to  data 
elements  that  would  require  significant 
systems  changes. 


b.  Publication  of  Hospital  OQR  Program 
Data 

Section  1833(t)(17)(E)  of  the  Act 
requires  that  the  Secretary  establish 
procedures  to  make  data  collected  under 
the  Hospital  OQR  Program  available  to 
the  public.  It  also  states  that  such 
procedures  must  ensure  that  a  hospital 
has  the  opportunity  to  review  the  data 
that  are  to  be  made  public,  with  respect 
to  the  hospital  prior  to  such  data  being 
made  public.  To  meet  these 
requirements,  data  that  a  hospital  has 
submitted  for  the  Hospital  OQR  Program 
are  typically  provided  to  hospitals  for  a 
preview  period  via  QualityNet.  and  then 
displayed  on  CMS  Web  sites  such  as  the 
Hospital  Compare  Web  site,  http:// 
www.hospitalcompare.hhs.gov 
following  the  preview  period.  The 
Hospital  Compare  Web  site  is  an 
interactive  Web  tool  that  assists 
beneficiaries  by  providing  information 
on  hospital  quality  of  care.  This 
information  motivates  beneficieiries  to 
work  with  their  doctors  and  hospitals  to 
discuss  the  quality  of  care  hospitals 
provide  to  patients,  thus  providing 
additional  incentives  to  hospitals  to 
improve  the  quality  of  care  that  they 
furnish. 

Under  our  current  policy,  we  publish 
quality  data  by  the  corresponding 
hospital  CCN,  and  indicate  instances 
where  data  from  two  or  more  hospitals 
are  combined  to  form  the  publicly 
reported  measures  on  the  Hospital 
Compare  Web  site.  Consistent  with  our 
current  policy,  we  make  Hospital  IQR 
and  Hospital  OQR  data  publicly 
available  whether  or  not  the  data  have 
been  validated  for  payment  purposes. 
The  Hospital  Compare  Web  s.ite 
currently  displays  information  covering 
process  of  care,  structural,  ED 
throughput  timing,  health  IT,  and 
imaging  efficiency  measure  data  under 
the  Hospital  OQR  Program. 

In  general,  we  strive  to  display 
hospital  quality  measures  on  the 
Hospital  Compare  Web  site  as  soon  as 
possible,  after  they  have  been  adopted 
and  have  been  reported  to  CMS. 
However,  if  there  are  unresolved  display 
issues  or  pending  design  considerations, 
we  may  make  the  data  available  on 
other,  non-interactive,  CMS  Web  sites 
such  as  http://www.cms.hhs.gov/ 
HospitalQualityInits/.  Publicly  reporting 
the  information  in  this  manner,  though 
not  on  the  interactive  Hospital  Compare 
Web  site,  allows  us  to  meet  the 
requirement  under  section 
1833(t)(17)(E)  of  the  Act  for  establishing 
procedures  to  make  quality  data 
submitted  available  to  the  public 
following  a  preview  period.  When  we 
display  hospital  quality  information  on 
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non-interactive  CMS  Web  sites,  affected 
parties  will  be  notified  via  CMS 
iistservs,  CMS  email  blasts, 
memorandums.  Hospital  Open  Door 
Forums,  national  provider  calls,  and 
QualityNet  announcements  regarding 
the  release  of  preview  reports  followed 
by  the  posting  of  data  on  a  Web  site 
other  than  Hospital  Compare. 

We  also  require  hospitals  to  complete 
and  submit  a  registration  form 
(“participation  form”)  in  order  to 
participate  in  the  Hospital  OQR 
Program.  With  submission  of  this 
participation  form,  participating 
hospitals  agree  that  they  will  allow  CMS 
to  publicly  report  the  quality  measure 
data  submitted  under  the  Hospital  OQR 
Program,  including  measures  that  we 
calculate  using  Medicare  claims. 

B.  Proposed  Process  for  Retention  of 
Hospital  OQR  Program  Measures 
Adopted  in  Previous  Payment 
Determinations 

In  past  rulemakings,  we  have 
proposed  to  retain  previously  adopted 
measures  for  each  payment 
determination  on  a  year-by-year  basis 
and  invited  public  comments  on  the 
proposal  to  retain  such  measures  for  all 
future  payment  determinations  unless 
otherwise  specified.  For  the  purpose  of 
streamlining  the  rulemaking  process, 
beginning  with  this  rulemaking,  we  are 
proposing  that  when  we  adopt  measures 
for  the  Hospital  OQR  Program  beginning 
with  a  payment  determination  and 
subsequent  years,  these  nieasures  are 
automatically  adopted  for  all 
subsequent  year  payment 
determinations  unless  we  propose  to 
remove,  suspend,  or  replace  the 
measures.  We  invite  public  comment  on 
this  proposal. 

C.  Removal  or  Suspension  of  Quality 
Measures  From  the  Hospital  OQR 
Program  Measure  Set 

1.  Considerations  in  Removing  Quality 
Measures  From  the  Hospital  OQR 
Program 

In  the  FY  2010  IPPS/LTCH  PPS 
rulemaking,  we  finalized  a  process  for 
immediate  retirement  of  Hospital  IQR 
Program  measures  based  on  evidence 
that  the  continued  use  of  the  measure  as 
specified  raises  patient  safety  concerns 
(74  FR  43864  through  43865).  We 
adopted  this  same  immediate  measure 
retirement  policy  for  the  Hospital  OQR 
Program  in  the  CY  2010  OPPS/ASC  final 
rule  with  comment  period  (74  FR 
60634).  At  this  time,  we  have  not 
proposed  to  retire  any  measures  from 
the  Hospital  OQR  Program. 

In  previous  Hospital  IQR  Program 
rulemakings,  we  have  referred  to  the 


removal  of  measures  from  the  Hospital 
IQR  Program  as  “retirement.”  We  have 
used  this  term  to  indicate  that  Hospital 
IQR  Progrcun  measures  are  no  longer 
included  in  the  Hospital  IQR  Program 
measure  set  for  one  or  more  indicated 
reasons.  However,  we  note  that  this 
term  may  imply  that  other  payers/ 
purchasers/programs  should  cease  using 
these  measures  that  are  no  longer 
required  for  the  Hospital  IQR  Program. 

In  order  to  clarify  that  this  is  not  our 
intent,  we  stated  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  (77  FR  28034) 
that  we  will  use  the  term  “remove” 
rather  than  “retire”  to  refer  to  the  action 
of  no  longer  including  a  measure  in  the 
Hospital  IQR  Program.  We  are  proposing 
to  adopt  the  same  terminology  of 
“removal”  in  the  Hospital  OQR  Program 
to  indicate  future  qction  of 
discontinuing  a  measure  in  the  Hospital 
OQR  Program. 

In  the  uiture,  we  are  proposing  to 
apply  the  same  Hospital  IQR  Program 
measure  removal  criteria  that  we 
finalized,  based  on  comments  suggested 
during  rulemaking,  in  the  FY  2011 
IPPS/LTCH  PPS  final  rule  (75  FR 
50185),  when  determining  whether  to 
remove  Hospital  OQR  Program 
measures.  These  criteria  are:  (1) 

Measure  performance  among  hospitals 
is  so  high  and  unvarying  that 
meaningful  distinctions  and 
improvements  in  performance  can  no 
longer  be  made  (“topped  out” 
measures);  (2)  availability  of  alternative 
measures  with  a  stronger  relationsl\ip  to 
patient  outcomes:  (3)  a  measure  does 
not  align  with  current  clinical 
guidelines  or  practice;  (4)  the 
availability  of  a  more  broadly  applicable 
(across  settings,  populations,  or 
conditions)  measure  for  the  topic;  (5) 
the  availability  of  a  measure  that  is  more 
proximal  in  time  to  desired  patient 
outcomes  for  the  particular  topic;  (6)  the 
availability  of  a  measure  that  is  more 
strongly  associated  with  desired  patient 
outcomes  for  the  particular  topic;  and 
(7)  collection  or  public  reporting  of  a 
measure  leads  to  negative  unintended 
consequences  such  as  patient  harm. 
These  criteria  were  suggested  by 
commenters  during  Hospital  IQR 
Program  rulemaking,  and  we  agreed  that 
these  criteria  are  also  applicable  in 
evaluating  Hospital  OQR  Program 
quality  measures  for  removal.  We  are 
proposing  to  adopt  these  measure 
retirement  criteria  for  the  Hospital  OQR 
Program  as  well,  and  we  invite  public 
comments  on  these  proposals. 

In  addition,  in  the  evaluation  of 
measure  removal,  we  take  into  account 
the  views  of  the  Measure  Application 
Partnership  (MAP),  The  MAP  is  a 
public-private  partnership  convened  by 


the  NQF  for  the  primary  purpose  of 
providing  input  to  HHS  on  selecting 
performance  measures  for  certain 
quality  reporting  programs  and  pay  for 
performance  programs.  The  MAP  views 
patient  safety  as  a  high  priority  area  and 
it  strongly  supports  the  use  of  NQF- 
endorsed  measures.  Furthermore,  for 
efficiency  and  streamlining  purposes, 
we  strive  to  eliminate  redundancy  of 
similar  measures. 

2.  Suspension  of  One  Chart- Abstracted 
Measure  for  the  CY  2014  and 
Subsequent  Years  Payment 
Determinations 

In  the  2012  IPPS/LTCH  PPS  final  rule 
(76  FR  51611),  we  adopted  a  policy  to 
immediately  suspend  collection  of  a 
measure  when  there  is  a  reason  to 
believe  that  continued  collection  of  the 
measure  raises  patient  safety  concerns. 

For  CY  2014  and  subsequent  year 
payment  determination,  we  are 
confirming  that  we  have  suspended  the 
collection  of  OP-19;  Transition  Record 
with  Specified  Elements  Received  by 
Discharged  Patients  measure.  We 
adopted  measure  OP-19  for  the  Hospital 
OQR  Program  for  the  CY  2013  payment 
determination  with  data  collection 
beginning  with  January  1,  2012 
encounters.  Since  data  collection  for 
this  measure  began,  concerns  have  been 
raised  about  the  current  measure 
specifications,  including  potential 
privacy  concerns  which  may  lead  to 
potential  patient  harm  in  the  form  of 
family  violence. 

After  consideration  of  these  issues 
and  internal  review  of  the  measure 
specifications,  we  decided  to  suspend 
data  collection  for  OP-19  effective  with 
January  1,  2012  encounters  until  further 
notice.  On  April  2,  2012  we  released  a 
Memorandum  “Temporary  Suspension 
of  Hospital  Outpatient  Quality 
Reporting  Measure  OP-19:  Transition 
Record  with  Specified  Elements 
Received  by  Discharged  Patients.”  This 
memo  notified  the  Hospital  OQR 
Program  stakeholder  community  that  we 
had  suspended  data  collection  for  the 
OP-19  measure  effective  with  January  1, 
2012  encounters  and  until  further 
notice. 

On  April  12,  2012,  we  released  a 
Memorandum,  “Revised:  Temporary 
Suspension  of  Hospital  Outpatient 
Quality  Reporting  Measure  OP-19: 
Transition  Record  with  Specified 
Elements  Received  by  Discharged 
Patients”  to  make  clear  our  intent  not  to 
use  any  data  submitted  on  this  measure 
for  payment  determinations,  public 
reporting,  or  in  validation. 

The  updated  memorandum  is 
available  for  review  at  the  QualityNet 
Web  site  [http://www.qualitynet.org) 
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under  the  option  “Email  Notifications” 
within  the  “Hospitals — Outpatient” 
drop  down  menu  found  at  the  top  of  the 
page. 

When  NQF  completes  its  maintenance 
review  on  this  measure,  and  we  have 
incorporated  the  necessary  changes  to 
the  measure  specifications  in  our 
measure  manual,  we  anticipate  being 
able  to  resume  data  collection,  and  will 
notify  hospitals  of  changes  in  the 
suspension  status  of  the  measure  for 
Hospital  OQR  via  email  blast. 

Because  CMS  system  constraints 
prevent  immediate  cessation  of  data 
collection,  hospitals  must  continue  to 
submit  information  for  this  measure 
during  this  temporary  suspension.  The 
data  collection  system  currently 
requires  a  populated  value  for  OP-19. 
During  the  period  of  time  that  the 
measure  is  suspended,  hospitals  may 
choose  to  populate  their  OP-19 
submission  field  with  a  value  that  is  not 
meaningful.  Hospitals  should  not 
submit  a  null  value  because  the  lack  of 
data  for  OP-19  will  cause  the  submitted 
case  to  be  rejected  entirely  from  the  data 
warehouse.  In  other  words,  failure  to 
populate  the  OP-19  field  could 
compromise  reporting  data  for  other 
measures  for  that  same  case  because 
more  than  one  measure  can  be  reported 
within  a  single  case. 

Some  vendors  may  have  the 
capability  to  provide  a  default  value  for 
this  measure  to  reduce  data  abstraction. 
Hospitals  are  encouraged  to  work  with  ' 
their  vendors  to  determine  options  to 
reduce  abstraction  burden. 

If  a  case  is  rejected  from  the  data 
warehouse  on  the  basis  of  a  system  error 
due  to  the  current  system’s  inability  to 
accept  a  case  without  OP-19  data 
populated,  in  the  event  that  the  rejected 
case  would  have  also  fulfilled  reporting 
requirements  for  one  or  more  other 
measures,  this  rejection  would  create  an 
unwanted  consequence  for  a  hospital 
participating  in  the  Hospital  OQR 
Program.  Data  rejection  due  to  a  system 
constraint  could  impact  a  hospital’s 
ability  to  meet  Hospital  OQR  Program 
requirements  for  receiving  a  full 
outpatient  hospital  annual  payment 
update. 

Therefore,  we  recommend  continuing 
to  submit  a  value  for  OP-19,  although 
we  will  not  use  data  submitted  on  OP- 
19  for  payment  determinations,  will  not 
publicly  report  these  data,  and  will  not 
validate  these  data  until  all  concerns  are 
resolved  and  measure  specifications 
refined  as  necessary. 


Because  the  developer  is  working  to 
revise  the  measure  specifications  to 
address  the  concerns  raised  by  affected 
parties,  and  the  measure  is  undergoing 
NQF  maintenapce  review  this  year,  we 
are  not  proposing  to  remove  the 
measure  from  the  program  at  this  time. 
After  completion  of  the  NQF 
maintenance  process,  we  anticipate  that 
normal  program  operations  for  this 
measure  could  resume  once  we  have 
updated  the  Hospital  OQR 
Specifications  Manual  and  made  any 
necessary  changes  to  our  data  collection 
infrastructure.  However,  should  we 
determine  that  these  concerns  cannot  be 
addressed,  we  would  propose  to  remove 
this  measure  in  a  future  OPPS/ASC  rule. 
We  invite  public  comment  on  the 
suspension  of  OP-19  until  further 
notice.  We  also  invite  public  comment 
on  whether  the  measure  should  be 
removed  from  the  program  at  this  time. 

3.  Deferred  Data  Collection  of  OP-24; 
Cardiac  Rehabilitation  Measure:  Patient 
Referral  From  an  Outpatient  Setting  for 
the  CY  2014  Payment  Determination 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  OP- 
24:  Cardiac  Rehabilitation  Measure: 
Patient  Referral  from  an  Outpatient 
Setting  for  CY  2014  payment 
determination  and  indicated  that  the 
applicable  quarters  for  data  collection 
for  this  measure  would  be  1st  quarter 
CY  2013  and  2nd  quarter  CY  2013  (76 
FR  74464,  74481).  In  order  for  us  to 
adhere  to  this  data  collection  schedule, 
we  would  need  to  publish  the  measure 
specifications  in  the  July  2012  release  of 
the  Hospital  OQR  Specifications 
Manual.  While  there  are  NQF-endorsed 
specifications  for  this  measure,  in  order 
to  implement  standardized  data 
collection  on  a  national  scale,  we  must 
include  detailed  abstraction  instructions 
for  chart-based  measures  in  our 
Specifications  Manual.  These 
instructions  will  not  be  completed  and 
tested  in  time  to  include  in  the  July 
2012  release  of  the  Specifications 
Manual,  which  includes  collection 
instructions  for  measures  beginning 
January  1,  2013.  This  is  an 
•  unanticipated  delay  in  implementation 
that  we  do  not  expect  to  be  a  regularly 
occurring  issue  for  the  Hospital  OQR 
program. 

Therefore,  we  are  proposing  to  defer 
the  data  collection  for  this  measure  to 
January  1,  2014  encounters.  We  are  also 
proposing  that  the  measure  would  no 


longer  be  used  for  the  CY  2014  payment 
determination,  and  that  its  first 
application  would  be  for  the  CY  2015 
payment  determination.  The  data 
collection  deferral  for  this  measure  is 
detailed  in  the  “Form,  Manner,  and 
Timing”  section  of  this  proposed  rule. 

We  invite  public  comments  on  these 
proposals. 

D.  Quality  Measures  for  CY  2015 
Payment  Determination 

We  previously  finalized  26  measures 
for  the  CY  2015  Hospital  OQR  Program 
measure  set  in  the  2012  OPPS/ASC 
rulemaking  (76  FR  74472  through 
74474). 

Taking  into  consideration  the  time 
and  effort  for  CMS  to  develop,  align, 
and  implement  the  infrastructure 
necessary  to  collect  data  on  the  Hospital 
OQR  Program  measures  and  make 
payment  determinations,  as  well  as  the 
time  and  effort  on  the  part  of  hospital 
outpatient  departments  to  plan  and 
prepare  for  reporting  additional 
measures,  we  are  not  proposing  any 
additional  quality  measures  for  CY  2015 
and  subsequent  years  payment 
determination  in  this  rulemaking.  As 
discussed  above,  we  have  suspended 
measure  OP-19  and  deferred  data 
collection  for  OP-24  until  the  measure 
specifications  can  be  further  refined.  We 
also  are  clarifying  that  the  public 
reporting  of  the  claims-based  imaging 
efficiency  measure  OP-15  has  been 
deferred  until  July  2013  at  the  earliest, 
as  discussed  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74456). 

In  summary,  we  are  proposing  no 
additional  measures  for  the  CY  2015 
payment  determination,  and  we  are 
proposing  to  retain  the  25  measures 
previously  adopted  for  the  CY  2014 
payment  determination  for  CY  2015  and 
subsequent  year  payment 
determinations.  We  are  confirming  the 
suspension  of  data  collection  for  the 
OP-19  measure,  and  consequently  its 
use  in  the  Hospital  OQR  Program,  until 
further  notice.  We  also  are  proposing  to 
defer  data  collection  on  OP-24,  and  to 
first  apply  this  measure  toward  the  CY 
2015  payment  determination  rather  than 
to  the  CY  2014  payment  determination 
as  orig^inally  finalized.  Set  out  below  are 
the  previously  adopted  measures  which 
we  are  proposing  to  retain  for  the  CY 
2014,  CY  2015,  and  subsequent  years 
payment  determinations  under  the 
Hospital  OQR  Program. 
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Hospital  OQR  Program  Measures  Adopted  for  the  CY  2014,  CY  2015  and  Subsequent  Year  Payment 

Determinations 


OP-1 :  Median  Time  to  Fibrinolysis. 

OP-2:  Fibrinolytic  Therapy  Received  Within  30  Minutes. 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention. 

OP-4:  Aspirin  at  Arrival. 

OP-5:  M^ian  Time  to  ECG. 

OP-6:  Timing  of  Antibiotic  Prophylaxis. 

OP-7;  Prophylactic  Antibiotic  Selection  for  Surgical  Patients. 

OP-8;  MRI  Lumbar  Spine  for  Low  Back  Pain. 

OP-9;  Mammography  Follow-up  Rates. 

OP-10;  Abdomen  CT — Use  of  Contrast  Material. 

OP-1 1:  Thorax  CT — Use  of  Contrast  Material. 

OP-12:  The  Ability  for  Providers  with  HIT  to  Receive  Laboratory  Data  Electronically  Directly  into  their  Qualified/Certified  EHR  System  as  Dis¬ 
crete  Searchable  Data. 

OP-13:  Cardiac  Imaging  for  Preoperative  Risk  Assessment  for  Non  Cardiac  Low  Risk  Surgery. 

OP-14;  Simultaneous  Use  of  Brain  Computed  Tomography  (CT)  and  Sinus  Computed  Tomography  (CT). 

OP-15:  Use  of  Brain  Computed  Tomography  (CT)  in  the  Emergency  Department  for  Atraumatic  Headache.* 

OP-16:  Troponin  Results  for  Emergency  Department  acute  myocardial  infarction  (AMI)  patients  or  chest  pain  patients  (with  Probable  Cardiac 
Chest  Pain)  Received  Within  60  minutes  of  Arrival. 

OP-17;  Tracking  Clinical  Results  between  Visits. 

OP-18:  Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients. 

OP-19;  Transition  Record  with  Specified  Elements  Received  by  Discharged  ED  Patients.** 

OP-20:  Door  to  Diagnostic  Evaluation  by  a  Qualified  Medical  Professional. 

OP-21:  ED-  Median  Time  to  Pain  Management  for  Long  Bone  Fracture. 

OP-22:  ED  Patient  Left  Without  Being  Seen. 

OP-23:  ED-  Head  CT  Scan  Results  for  Acute  Ischemic  Stroke  or  Hemorrhagic  Stroke  who  Received  Head  CT  Scan  Interpretation  Within  45 
minutes  of  Arrival. 

OP-24;  Cardiac  Rehabilitation  Patient  Referral  From  an  Outpatient  Setting.*** 

OP-25:  Safe  Surgery  Checklist  Use. 

OP-26:  Hospital  Ou^atient  Volume  Data  on  Selected  Outpatient  Surgical  Procedures. 


Procedure  category 


Corresponding  HCPCS  Codes 


Gastrointestinal  . 
Eye . . 

Nervous  System 
Musculoskeletal 

Skin  . 

Genitourinary  ... 
Cardiovascular  . 
Respiratory . 


40000  through  49999,  G0104.  G0105,  G0121,  C9716.  C9724,  C9725,  0170T. 

65000  through  68999,  0186,  0124T,  0099T,  001 7T,  001 6T,  0123T,  0100T,  0176T,  0177T, 
01 86T,  01 90T,  01 91 T,  01 92T,  76510,  0099T. 

61000  through  64999,  G0260,  0027T,  0213T,  0214T,  0215T,  0216T,  0217T,  0218T,  0062T. 
20000  through  29999,  0101T,  0102T,  0062T,  0200T,  0201 T. 

10000  through  19999,  G0247,  0046T,  0268T,  G0127,  C9726,  C9727. 

50000  through  58999,  0193T,  58805. 

33000  through  37999. 

30000  through  32999. 


*  Information  for  OP-1 5  will  not  be  reported  in  Hospital  Compare  in  201 2.  Public  Reporting  for  this  measure  would  occur  in  July  201 3  at  the 
earliest. 

**Data  collection  for  OP-19  was  suspended  effective  with  January  1,  2012  encounters  until  further  notice. 

***Data  collection  for  OP-24  would  be  postponed  from  January  1,  2013  to  January  1  2014,  and  its  first  application  toward  a  payment  deter¬ 
mination  would  be  for  CY  2015  rather  than  CY  2014. 


We  invite  public  comments  on  these 
proposals. 

E.  Possible  Quality  Measures  Under 
Consideration  for  Future  Inclusion  in 
the  Hospital  OQR  Program 

The  current  measure  set  for  the 
Hospital  OQR  Program  includes 
measures  that  assess  process  of  care, 
imaging  efficiency  patterns,  care 
transitions,  ED  Throughput  efficiency, 
the  use  of  HIT  care  coordination,  patient 
safety,  and  volume.  We  anticipate  that 
as  EHR  technology  evolves,  and  more 
infrastructure  are  put  in  place,  we  will 
have  the  capacity  to  accept  electronic 
reporting  of  many  clinical  chart- 
abstracted  measures  that  are  currently 
part  of  the  Hospital  OQR  Program  using 
certified  EHR  technology.  We  work 
diligently  toward  this  goal.  We  believe 
that  this  futiu^  progress  at  a  future  date. 


such  as  FY  2015,  would  significantly 
reduce  the  administrative  burden  on 
hospitals  under  the  Hospital  OQR 
Program  to  report  chart-abstracted 
measures.  We  recognize  that 
considerable  work  needs  to  be  done  by 
measure  owners  and  developers  to  make 
this  possible  with  respect  to  the  clinical 
quality  measures  targeted  for  e- 
specifications.  This  includes  completing 
electronic  specifications  for  measures, 
pilot  testing,  reliability  and  validity 
testing,  and  implementing  such 
specifications  into  certified  EHR 
technology  to  capture  and  calculate  the 
results,  and  implementing  the  systems. 

We  seek  to  develop  a  comprehensive 
set  of  quality  measures  to  be  available 
for  widespread  use  for  inforrhed 
decision-making  and  quality 
improvement  in  the  hospital  outpatient 
setting.  Therefore,  through  future 


rulemaking,  we  intend  to  propose  new 
measures  that  help  us  further  our  goal 
of  achieving  better  health  care  and 
improved  health  for  Medicare 
beneficiaries  who  receive  health  care  in 
hospital  outpatient  settings.  In  addition, 
we  are  considering  initiating  a  call  for 
input  to  assess  the  following  measure 
domains:  clinical  quality  of  care;  care 
coordination;  patient  safety;  patient  and 
caregiver  experience  of  care; 
population/community  health;  and 
efficiency.  We  believe  this  approach 
will  promote  better  care  while  bringing 
the  Hospital  OQR  Program  in  line  with 
other  established  quality  reporting  and 
pay  for  performance  programs  such  as 
the  Hospital  IQR  and  ASCQR  Programs. 

We  invite  public  comment  on  this 
approach  and  suggestions  and  rationale 
for  possible  quality  measures  for  future 
inclusion  in  the  Hospital  OQR  Program. 
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F.  Proposed  Payment  Reduction  for 
Hospitals  That  Fail  To  Meet  the 
Hospital  OQR  Program  Requirements 
for  the  CY  2013  Payment  Update 

1.  Background 

Section  1833(t)(17)  of  the  Act,  which 
applies  to  subsection  (d)  hospitals  (as 
defined  under  section  1886(d)(1)(B)  of 
the  Act),  states  that  hospitals  that  fail  to 
report  data  required  to  be  submitted  on 
the  measures  selected  by  the  Secretary, 
in  the  form  and  manner,  and  at  a  time, 
required  by  the  Secretary  will  incur  a 
2.0  percentage  point  reduction  to  their 
OPD  fee  schedule  increase  factor,  that 
is,  the  annual  payment  update  factor. 
Section  1833(t)(17)(A)(ii)  of  the  Act 
specifies  that  any  reduction  applies  only 
to  the  payment  year  involved  and  will 
not  be  taken  into  account  in  computing 
the  applicable  OPD  fee  schedule 
increase  factor  for  a  subsequent 
payment  year. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68769 
through  68772),  we  discussed  how  the 
payment  reduction  for  failure  to  meet 
the  administrative,  data  collection,  and 
data  submission  requirements  of  the 
Hospital  OQR  Program  affected  the  CY 
2009  payment  update  applicable  to 
OPPS  payments  for  HOPD  services 
furnished  by  the  hospitals  defined 
under  section  1886(d)(1)(B)  of  the  Act  to 
which  the  program  applies.  The 
application  of  a  reduced  OPD  fee 
schedule  increase  factor  results  in 
reduced  national  unadjusted  payment 
rates  that  apply  to  certain  outpatient 
items  and  services  provided  by 
hospitals  that  are  required  to  report 
outpatient  quality  data  and  that  fail  to 
meet  the  Hospital  OQR  Program 
requirements.  All  other  hospitals  paid 
under  the  OPPS  that  meet  the  reporting 
requirement  receive  the  full  OPPS 
payment  update  without  the  reduction. 

The  national  unadjusted  payment 
rates  for  many  services  paid  under  the 
OPPS  equal  the  product  of  the  OPPS 
conversion  factor  and  the  scaled  relative 
weight  for  the  APC  to  which  the  service 
is  assigned.  The  OPPS  conversion 
factor,  which  is  updated  annually  by  the 
OPD  fee  schedule  increase  factor,  is 
used  to  calculate  the  OPPS  payment  rate 
for  services  with  the  following  status 
indicators  (listed  in  Addendum  B  to  this 
proposed  rule,  which  is  available  via  the 
Internet  on  the  CMS  Web  site):  “P,” 
“Ql,”  “Q2,”  “Q3,”  “R,”  “S,”  “T,”  “V,” 
“U,”  or  “X.”’  In  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68770),  we  adopted  a  policy  that 
payment  for  all  services  assigned  these 
status  indicators  would  be  subject  to  the 
reduction  of  the  national  unadjusted 
payment  rates  for  applicable  hospitals. 


with  the  exception  of  services  assigned 
to  New  Technology  APCs  with  assigned 
status  indicator  “S”  or  “T,”  and 
brachytherapy  sources  with  assigned 
status  indicator  “U,”  which  were  paid  at 
charges  adjusted  to  cost  in  CY  2009.  We 
excluded  services  assigned  to  New 
Technology  APCs  from  the  list  of  ' 
services  subject  to  the  reduced  national 
unadjusted  payment  rates  because  the 
OPD  fee  schedule  increase  factor  is  not 
used  to  update  the  payment  rates  for 
these  APCs. 

In  addition,  section  1833(t)(16)(C)  of 
the  Act,  as  amended  by  section  142  of 
the  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008  (MIPPA) 

(Pub.  L.  110-275),  specifically  required 
that  brachytherapy  sources  be  paid 
during  CY  2009  on  the  basis  of  charges 
adjusted  to  cost,  rather  than  under  the 
standard  OPPS  methodology.  Therefore, 
the  reduced  conversion  factor  also  was 
not  applicable  to  CY  2009  payment  for 
brachjdherapy  sources  because  payment 
would  not  be  based  on  the  OPPS 
conversion  factor  and,  consequently,  the 
payment  rates  for  these  services  were 
not  updated  by  the  OPD  fee  schedule 
increase  factor.  However,  in  accordance 
with  section  1833(t)(16)(C)  of  the  Act,  as 
amended  by  section  142  of  the  MIPPA, 
payment  for  brachytherapy  sources  at 
charges  adjusted  to  cost  expired  on 
January  1,  2010.  Therefore,  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60641),  we 
finalized  our  CY  2010  proposal,  without 
modification,  to  apply  the  reduction  to 
payment  for  brachytherapy  sources  to 
hospitals  that  fail  to  meet  the  quality 
data  reporting  requirements  of  the 
Hospital  OQR  Program  for 
brachytherapy  services  furnished  on 
and  after  January  1,  2010. 

The  OPD  fee  schedule  increase  factor 
is  an  input  into  the  OPPS  conversion 
factor,  which  is  used  to  calculate  OPPS 
payment  rates.  To  implement  the 
requirement  to  reduce  the  OPD  fee 
schedule  increase  factor  for  hospitals 
that  fail  to  meet  reporting  requirements, 
we  calculate  two  conversion  factors:  A 
full  market  basket  conversion  factor 
(that  is,  the  full  conversion  factor),  and 
a  reduced  market  basket  conversion 
factor  (that  is,  the  reduced  conversion 
factor).  We  then  calculate  a  reduction 
ratio  by  dividing  the  reduced 
conversion  factor  by  the  full  conversion 
factor.  We  refer  to  this  reduction  ratio  as 
the  “reporting  ratio”  to  indicate  that  it 
applies  to  payment  for  hospitals  that  fail 
to  ifteet  their  reporting  requirements. 
Applying  this  reporting  ratio  to  the 
OPPS  payment  amounts  results  in 
reduced  national  unadjusted  payment 
rates  that  are  mathematically  equivalent 
to  the  reduced  national  unadjusted 


payment  rates  that  would  result  if  we 
multiplied  the  scaled  OPPS  relative 
weights  by  the  reduced  conversion 
factor.  To  determine  the  reduced 
national  unadjusted  payment  rates  that 
applied  to  hospitals  that  failed  to  meet 
their  quality  reporting  requirements  for 
the  CY  2010  OPPS,  we  multiply  the 
final  full  national  unadjusted  payment 
rate  in  Addendum  B  to  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  by  the  CY  2010  OPPS  final 
reporting  ratio  of  0.980  (74  FR  60642). 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68771 
through  68772),  we  established  a  policy 
that  the  Medicare  beneficiary’s 
minimum  unadjusted  copayment  and 
national  unadjusted  copayment  for  a 
service  to  which  a  reduced  national 
unadjusted  payment  rate  applies  would 
each  equal  the  product  of  the  reporting 
ratio  and  the  natioml  unadjusted 
copayment  or  the  minimum  unadjusted 
copayment,  as  applicable,  for  the 
service.  Under  this  policy,  we  apply  the 
reporting  ratio  to  both  the  minimum 
unadjusted  copayment  and  national 
unadjusted  copayment  for  those 
hospitals  that  receive  the  payment 
reduction  for  failure  to  meet  the 
Hospital  OQR  Program  reporting 
requirements.  This  application  of  the 
reporting  ratio  to  the  national 
unadjusted  and  minimum  imadjusted 
copayments  is  calculated  according  to 
§419.41  of  our  regulations,  prior  to  any 
adjustment  for  a  hospital’s  failure  to 
meet  the  quality  reporting  standards 
according  to  §  419.43(h).  Beneficiaries 
and  secondary  payers  thereby  share  in 
the  reduction  of  payments  to  these 
hospitals. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68772),  we 
established  the  policy  that  all  other 
applicable  adjustments  to  the  OPPS 
national  unadjusted  payment  rates 
apply  in  those  cases  when  the  OPD  fee 
schedule  increase  factor  is  reduced  for 
hospitals  that  fajl  to  meet  the 
requirements  of  the  Hospital  OQR 
Program.  For  example,  the  following 
standard  adjustments  apply  to  the 
reduced  national  unadjusted  payment 
rates:  the  wage  index  adjustment:  the 
multiple  procedure  adjustment;  the 
interrupted  procedure  adjustment;  the 
rural  sole  community  hospital 
adjustment;  and  the  adjustment  for 
devices  furnished  with  full  or  partial 
credit  or  without  cost.  We  believe  that 
these  adjustments  continue  to  be 
equally  applicable  to  payments  for 
hospitals  that  do  not  meet  the  Hospital 
OQR  Progranj  requirements.  Similarly, 
outlier  payments  will  continue  to  be 
made  when  the  criteria  are  met.  For 
hospitals  that  fail  to  meet  the  quality 
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data  reporting  requirements,  the 
hospitals’  costs  are  compared  to  the 
reduced  payments  for  purposes  of 
outlier  eligibility  and  payment 
calculation.  This  policy  conforms  to 
current  practice  under  the  IPPS.  We 
continued  this  policy  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60642),  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72099),  and  in  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74478).  For  a 
complete  discussion  of  the  OPPS  outlier 
calculation  and  eligibility  criteria,  we 
refer  readers  to  section  II.G.  of  this 
proposed  rule. 

2.  Proposed  Reporting  Ratio  Application 
and  Associated  Adjustment  Policy  for 
CY  2013 

We  are  proposing  to  continue  our 
established  policy  of  applying  the 
reduction  of  the  OPD  fee  schedule 
increase  factor  through  the  use  of  a 
reporting  ratio  for  those  hospitals  that 
fail  to  meet  the  Hospital  OQR  Program 
requirements  for  the  full  CY  2013 
annual  payment  update  factor.  For  the 
CY  2013  OPPS,  the  proposed  reporting 
ratio  is  0.980,  calculated  by  dividing  the 
proposed  reduced  conversion  factor  of 
$70,106  by  the  proposed  full  conversion 
factor  of  $71,537.  We  are  proposing  to 
continue  to  apply  the  reporting  ratio  to 
all  services  calculated  using  the  OPPS 
conversion  factor.  For  the  CY  2013 
OPPS,  we  are  proposing  to  apply  the 
reporting  ratio,  when  applicable,  to  all 
HCPCS  codes  to  which  we  have 
assigned  status  indicators  “P,”  “Ql,” 
“Q2,”  “Q3,”  “R,”  “S,”  “T,”  “V,”  “U,” 
and  “X”  (other  than  new  technology 
APCs  to  which  we  have  assigned  status 
indicators  “S”  and  “T”).  We  are 
proposing  to  continue  to  exclude 
services  paid  under  New  Technology 
APCs.  We  are  proposing  to  continue  to 
apply  the  reporting  ratio  to  the  national 
unadjusted  payment  rates  and  the 
minimum  unadjusted  and  national 
unadjusted  copayment  rates  of  all 
applicable  services  for  those  hospitals 
that  fail  to  meet  the  Hospital  OQR 
Program  reporting  requirements.  We 
also  are  proposing  to  continue  to  apply 
all  other  applicable  standard 
adjustments  to  the  OPPS  national 
unadjusted  payment  rates  for  hospitals 
that  fail  to  meet  the  requirements  of  the 
Hospital  OQR  Program.  Similarly,  we 
are  proposing  to  continue  to  calculate 
OPPS  outlier  eligibility  and  outlier 
payment  based  on  the  reduced  payment 
rates  for  those  hospitals  that  fail  to  meet 
the  reporting  requirements. 

We  invite  public  comments  on  these 
proposals. 


G.  Proposed  Requirements  for  Reporting 
of  Hospital  OQR  Data  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Years 

1.  Administrative  Requirements  for  the 
CY  2014  Payment  Determination  and 
Subsequent  Years 

In  order  to  participate  in  the  Hospital 
OQR  Program,  hospitals  must  meet 
administrative,  data  collection  and 
submission,  and  data  validation 
requirements  (if  applicable).  Hospitals 
that  do  not  meet  Hospital  OQR  Program 
requirements,  as  well  as  hospitals  not 
participating  in  the  program  and 
hospitals  that  withdraw  from  the 
program,  will  not  receive  the  full  OPPS 
payment  rate  update.  Instead,  in 
accordance  with  section  1833(t)(17)(A) 
of  the  Act,  those  hospitals  will  receive 
a  reduction  of  2.0  percentage  points  to 
their  OPD  fee  schedule  increase  factor 
for  the  applicable  payment  year. 

We  established  administrative 
requirements  for  the  payment 
determination  requirements  for  the  CY 
2013  and  subsequent  years’  payment 
updates  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR  74479 
through  74487). 

Witn  respect  to  the  payment 
determinations  for  CY  2014  and 
subsequent  years,  we  are  proposing  one 
modification  to  these  requirements. 
Under  current  requirements,  CMS 
deadlines  for  hospitals  to  submit  notice 
of  participation  forms  are  based  on  the 
date  identified  as  a  hospital’s  Medicare 
acceptance  date  on  the  CMS 
Certification  and  Survey  Provider 
Enhanced  Reporting  (CASPER)  system. 
Deadlines  are  based  on  whether  a 
hospital’s  Medicare  acceptance  date 
falls  before  January  1  of  the  year  prior 
to  the  annual  payment  update,  or  on  or 
after  January  1  of  the  year  prior  to  the 
annual  payment  update  (for  example, 
2013  would  be  the  year  prior  to  the 
aff'ected  CY  2014  annual  payment 
update).  Currently,  for  a  hospital  whose 
Medicare  acceptance  date  is  before 
January  1  of  the  year  prior  to  the 
affected  payment  update  affected,  the 
notice  of  participation  form  is  due  by 
March  31  of  the  year  prior  to  the 
affected  annual  payment  update  (76  FR 
74479  through  74480).  We  are  proposing 
to  extend  this  deadline  for  hospitals,  as 
described  below. 

Hospitals  with  Medicare  acceptance 
dates  before  January  1  of  the  year  prior 
to  the  affected  annual  payment  update: 
For  the  CY  2014  and  subsequent  years 
payment  update,  we  are  proposing  that 
any  hospital  that  has  a  Medicare 
acceptance  date  before  January  1  of  the 
year  prior  to  the  affected  annual 
payment  update  (for  example,  2013 


would  be  the  year  prior  to  the  affected 
CY  2014  annual  payment  update)  that  is 
not  currently  participating  in  Hospital 
OQR  and  wishes  to  participate  in  the 
Hospital  OQR  Program  must  submit  a 
participation  form  by  July  31,  rather 
than  March  31,  of  the  year  prior  to  the 
affected  ajinual  payment  update.  We  are 
proposing  a  deadline  of  July  31  to  give 
hospitals  the  maximum  amount  of  time 
to  decide  whether  they  wish  to 
participate  in  the  Hospital  OQR 
Program,  as  well  as  put  into  place  the 
necessary  staff  and  resources  to  timely 
report  chart-abstracted  data  for  first 
quarter  of  the  year’s  services  which  are 
due  August  1. 

We  invite  public  comment  on  this 
proposed  modification  to  Hospital  OQR 
Program  administrative  requirements  for 
the  CY  2014  and  subsequent  years’ 
payment  determinations. 

2.  Form,  Manner,  and  Timing  of  Data 
Submitted  for  the  Hospital  OQR 
Program  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

a.  Background 

We  are  not  proposing  any  additional 
measures  for  the  CY  2014  payment 
determination  year.  We  refer  readers  to 
the  following  OPPS/ASC  final  rules 
with  comment  periods  for  a  history  of 
measures  adopted  for  the  Hospital  OQR 
Program,  including  lists  of;  11  measures 
finalized  for  the  CY  2011  payment 
determination  (74  FR  60637);  15 
measures  finalized  for  the  CY  2012 
payment  determination  (75  FR  72083 
through  72084);  23  measures  finalized 
for  the  CY  2013  payment  determination 
(75  FR  72090);  and  26  measures 
finalized  for  the  CY  2014  and  CY  2015 
payment  determinations  (76  FR  74469 
and  74473). 

We  refer  readers  to  section  XV.D.  of 
this  proposed  rule  for  a  discussion.of 
the  OP-15:  Use  of  Brain  Computed 
Tomography  (CT)  in  the  Emergency 
Department  for  Atraumatic  Headache 
measure.  Because  of  the  clarification 
that  public  reporting  is  not  planned 
until  July  2013  at  the  earliest,  we 
confirm  this  measure  will  not  be  used 
in  the  CY  2014  payment  determination. 
We  will  confirm  our  intent  to  include  or 
exclude  this  measure  in  the  CY  2015 
payment  determination  in  future 
rulemaking. 

We  refer  readers  to  section  XV.C.2.  of 
this  proposed  rule  for  a  discussion  of 
the  OP-19:  Transition  Record  with 
Specified  Elements  Received  by 
Discharged  ED  Patients  measure. 
Because  the  data  collection  for  this 
measure  is  currently  suspended,  this 
measure  will  not  be  used  in  the  CY  2014 
payment  determination.  We  will 
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indicate  whether  data  collection  for  this 
measure  will  resume  in  time  for  the  CY 
2015  payment  determination  in  future 
rulemaking. 

We  refer  readers  to  section  XV.C.3.  of 
this  proposed  rule  for  a  discussion  of  • 
the  OP-24:  Cardiac  Rehabilitation 
Patient  Referral  From  an  Outpatient 
Setting  measure.  We  are  proposing  not 
to  use  this  measure  in  the  CY  2014 
payment  determination  and  to  use  this 
measure  in  the  CY  2015  payment 
determination. 

b.  General  Requirements 

We  are  proposing  to  continue  the 
policy  that,  to  be  eligible  to  receive  the 
full  OPD  fee  schedule  increase  factor  for 
any  payment  determination,  hospitals 
must  comply  with  our  submission 
requirements  for  chart-abstracted  data, 
population  and  sampling  data,  claims- 
based  measure  data,  and  structural 
quality  measure  data,  including  all¬ 
patient  volume  data.  We  refer  readers  to 
tbe  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74480  through 
74482)  for  a  discussion  of  these 
requirements. 

c.  Proposed  Chart-Abstracted  Measure 
Requirements  for  CY  2014  and 
Subsequent  Payment  Determination 
Years 

The  table  in  section  XV.D.  of  this 
proposed  rule  includes  measures  that 
are  collected  by  abstracting  tbe 
information  from  the  patient  chart.  The 
full  list  of  these  chart  abstracted 
measiues  is  set  out  below: 

•  OP-1:  Median  Time  to  Fibrinolysis 

•  OP-2:  Fibrinolytic  Therapy 
Received  Within  30  Minutes 

•  OP-3:  Median  Time  to  Transfer  to 
Another  Facility  for  Acute  Coronary 
Intervention 

•  OP-4:  Aspirin  at  Arrival 

•  OP-5:  Median  Time  to  ECG 

•  OP-6:  Timing  of  Antibiotic 
Prophylaxis 

•  OP-7:  Prophylactic  Antibiotic 
Selection  for  Surgical  Patients 

•  OP-16:  Troponin  Results  for 
Emergency  Department  acute 
myocardial  infarction  (AMI)  patients  or 
chest  pain  patients  (with  Probable 
Cardiac  Cbest  pain)  Received  Within  30 
minutes  of  Arrival 

•  OP-18:  Median  Time  from  ED 
Arrival  to  ED  Departure  for  Discharged 
ED  Patients 

•  OP-19:  Transitqjn  Record  with 
Specified  Elements  Received  by 
Discharged  Patients 

•  OP-20:  Door  to  Diagnostic 
Evaluation  by  a  Qualified  Medical 
Professional 

•  OP-21:  ED — Median  Time  to  Pain 
Management  for  Long  Bone  Fracture 


•  OP-22:  ED  Patient  Left  Without 
Being  Seen 

•  OP-23:  ED — Head  CT  Scan  Results 
for  Acute  Ischemic  Stroke  or 
Hemorrhagic  Stroke  who  Received  Head 
CT  Scan  Interpretation  Within  45 
Minutes  of  Arrival 

•  OP-24:  Cardiac  Rehabilitation 
Patient  Referral  From  an  Outpatient 
Setting 

We  have  suspended  OP-19  from  the 
CY  2014  payment  determination  and  are 
proposing  to  defer  data  collection  for 
OP— 24  for  the  CY  2014  payment  year. 
We  invite  public  comment  on  our 
proposal  to  collect  data  for  only  those 
measures  that  are  finalized  to  be 
included  in  the  CY  2014  payment 
determination. 

Of  those  measures  for  which  we  are 
proposing  to  collect  data  for  in  CY  2014, 
the  form  and  manner  for  submission  of 
one  of  these  measures,  OP-22:  ED 
Patient  Left  Without  Being  Seen,  is 
unique,  and  the  form  and  manner  for 
this  measure  is  detailed  in  section 
XV.G.2.f.  of  this  proposed  rule. 

For  the  remaining  chart-abstracted 
measures  for  which  we  are  proposing  to 
collect  data  for  the  CY  2014  payment 
determination,  we  are  proposing  that 
the  applicable  quarters  for  data 
collection  would  be  as  follows:  3rd 
quarter  CY  2012,  4th  quarter  CY  2012, 
1st  quarter  CY  2013,  and  2nd  quarter  CY 
2013  for  hospitals  that  are  continuing 
participants:  newly  participating 
hospitals  would  follow  reporting 
requirements  as  outlined  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74480)  and  in  section 
XV.G.l.  of  this  proposed  rule.  » 

Submission  deadlines  would  be,  in 
general,  approximately  4  months  after 
the  last  day  of  each  calendar  quarter. 
Thus,  for  example,  the  proposed 
submission  deadline  for  data  for 
services  furnished  during  the  first 
quarter  of  CY  2013  (January — March, 
2013)  would  be  on  or  around  August  1, 
2013.  Tbe  actual  submission  deadlines 
would  be  posted  on  tbe  http:// 
www.QuaIityNet.org  Web  site. 

Hospitals  that  did  not  participate  in 
the  CY  2013  Hospital  OQR  Program,  but 
would  like  to  participate  in  tbe  CY  2014 
Hospital  OQR  Program,  and  that  have  a 
Medicare  acceptance  date  on  the 
CASPER  system  before  January  1,  2013, 
would  begin  data  submission  with 
respect  to  1st  quarter  CY  2013 
encounters  using  this  CY  2013  measure 
set  that  was  finalized  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period.  For  those  hospitals  with 
Medicare  acceptance  dates  on  or  after 
January  1,  2013,  data  submission  must 
begin  with  the  first  full  quarter 


following  the  submission  of  a  completed 
online  participation  form. 

For  the  CY  2015  payment 
determination,  we  are  proposing  that 
the  applicable  quarters  for  previously 
finalized  chart-abstracted  measures 
would  be  as  follows:  3rd  quarter  CY 
2013, 4th  quarter  CY  2013, 1st  quarter 
CY  2014,  and  2nd  quarter  CY  2014. 

Hospitals  that  did  not  participate  in 
the  CY  2014  Hospital  OQR  Program,  but 
would  like  to  participate  in  the  CY  2015 
Hospital  OQR  Program,  and  that  have  a 
Medicare  acceptance  date  on  the 
CASPER  system  before  January  1,  2014, 
would  begin  data  submission  with 
respect  to  1st  quarter  CY  2014 
encounters  using  the  CY  2015  measure 
set  that  we  finalized  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period.  For  those  hospitals  with 
Medicare  acceptance  dates  on  or  after 
January  1,  2014,  data  submission  must 
begin  with  the  first  full  quarter 
following  the  submission  of  a  completed 
online  participation  form.  We  invite 
public  comments  on  these  proposals. 

d.  Proposed  Claims-Based  Measure  Data 
Requirements  for  the  CY  2014  and  CY 
2015  Payment  Determinations 

The  table  in  section  XV.D.  of  this 
proposed  rule  includes  measures  that 
the  Hospital  OQR  Program  collects  by 
accessing  electronic  claims  data 
submitted  by  hospitals  for 
reimbursement.  Tbe  full  list  of  these 
claims-based  measures  is  set  out  below: 

•  OP-8:  MRI  Lumbar  Spine  for  Low 
Back  Pain 

•  OP-9:  Mammography  Follow-up 
Rates 

•  OP-10:  Abdomen  CT — Use  of 
Contrast  Material 

•  OP-11:  Thorax  CT — Use  of  Contrast 
Material 

•  OP-13:  Cardiac  Imaging  for 
Preoperative  Risk  Assessment  for  Non 
Cardiac  Low  Risk  Surgery 

•  OP-14:  Simultaneous  Use  of  Brain 
Computed  Tomography  (CT)  and  Sinus 
Computed  Tomography  (CT) 

•  OP-15:  Use  of  Brain  Computed 
Tomography  (CT)  in  the  Emergency 
Department  for  Atraumatic  Headache 

OP-15  has  not  been  implemented  for 
public  reporting  through  rulemaking, 
and  it  is  not  required  for  the  CY  2014 
payment  determination. 

Therefore,  for  the  CY  2014  payment 
determination,  the  6  remaining  claims- 
based  measures  (OP-8  to  OP-11,  OP-13 
and  OP-14)  from  the  list  above  will  be 
used  (76  FR  74469). 

W:  vill  continue  our  policy  of 
calcuidcng  the  measures  using  the 
hospital’.’.  Medicare  claims  data  as 
specifier’  in  the  Hospital  OQR 
Specifications  Manual;  no  additional 
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data  submission  is  required  for 
hospitals.  In  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74483),  we  stated  that  for  the  CY  2013 
and  CY  2014  payment  updates,  we  will 
use  paid  Medicare  FFS  claims  for 
services  furnished  from  January  1,  2010 
to  December  31,  2010  and  January  1, 

2011  to  December  31,  2011, 

rPcnAPti  vpI  V 

I?)r  the  CY  2015  Hospital  OQR 
payment  determination,  we  are 
proposing  to  use  Medicare  FFS  claims 
for  services  from  a  12-month  period 
from  July  1,  2012  through  June  30,  2013 
for  the  calculation  of  the  claims-based 
measures.  While 4his  would  be  a 
departure  from  the  traditional  12  month 
calendar  year  period  we  have  used  for 
these  measures,  we  are  proposing  this 
period  in  order  to  align  the  data  period 
for  inpatient  and  outpatient  claims 
based  measures  reported  on  the  Hospital 
Compare  Web  site,  and  also  to  be  able 
to  post  more  recent  data  for  the 
outpatient  imaging  efficiency  on  the 
Web  site.  We  invite  public  comment  on 
this  proposal. 

e.  Proposed  Structural  Measure  Data 
Requirements  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

A  summary  of  the  previously 
finalized  structural  measures  that  we 
require  for  the  CY  2014  and  subsequent 
years  payment  determinations  is  set  out 
below: 

•  OP-12:  The  Ability  for  Providers 
with  HIT  to  Receive  Laboratory  Data 
Electronically  Directly  into  their 
Qualified/Certified  EHR  System  as 
Discrete  Searchable  Data 

•  OP-17:  Tracking  Clinical  Results 
Between  Visits 

•  OP  25 — Safe  Surgical  Check  List 
Use 

•  OP  26 — Hospital  Outpatient 
Volume  for  Selected  Outpatient  Surgical 
Procedures 

We  previously  finalized  that  for  the 
CY  2014  pa5mtient  determination, 
hospitals  will  be  required  to  submit  data 
on  all  structmal  measures  between  July 
1,  2013  and  August  15,  2013  with 
respect  to  the  time  period  from  January 
1,  2012  to  December  31,  2012.  We  are 
proposing  to  extend  this  submission 
deadline.  Under  this  proposed  change, 
for  the  CY  2014  payment  determination, 
hospitals  would  be  required  to  submit 
data  on  all  structural  measures  between 
July  1,  2013  and  November  1,  2013  with 
respect  to  the  time  period  from  January 
1,  2012  to  December  31,  2012.  In  section 
XV.G.2.f.  of  this  proposed  rule,  we 
describe  how  this  proposal  would 
likewise  extend  the  deadline  to  submit 
data  for  OP-22:  ED  Patient  Left  without 
Being  Seen.  We  are  proposing  to 


continue  this  schedule  so  that,  for  the 
FY  2015  payment  determination, 
hospitals  would  be  required  to  submit 
data  on  all  structural  measures  between 
July  1,  2014  and  November  1,  2014  with 
respect  to  the  time  period  from  January 
1,  2013  to  December  31,  2013.  We  invite 
public  comments  on  these  proposals. 

f.  Proposed  Data  Submission 
Requirements  for  OP-22:  ED-Patient 
Left  Without  Being  Seen  for  the  CY  2015 
Payment  Determination 

OP-22:  ED-Patient  Left  Without 
Being  Seen  is  a  chart-abstracted  measure 
for  which  aggregate  data  is  collected  via 
a  Web-based  tool,  as  previously 
finalized.  In  other  words,  for  purposes 
of  data  collection,  this  measure  is 
treated  like  a  structural  measure.  For 
this  reason,  it  is  collected  on  the  same 
schedule  as  the  structural  measures 
described  above,  and  we  are  proposing 
to  extend  the  submission  window  for  all 
structmal  measures,  including  OP-22. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74485), 
with  respect  to  OP-22,  we  stated  that 
hospitals  would  be  required  to  submit 
data  once  for  the  CY  2014  payment 
determinations  via  a  Web-based  tool 
located  on  the  QualityNet  Web  site.  For 
the  CY  2014  payment  determination,  we 
are  proposing  that  hospitals  would  be 
required  to  submit  data,  including 
numerator  and  denominator  counts, 
between  July  1,  2013  and  November  1, 

2013  (comparable  to  the  submission 
window  that  we  are  proposing  for  the 
structural  measures  data  collection  in 
the  section  above)  with  respect  to  the 
time  period  of  January  1,  2012  to 
December  31,  2012. 

For  the  CY  2015  payment 
determination,  we  are  proposing  to 
continue  this  policy.  Hospitals  would  be 
required  to  submit  data  between  July  1, 

2014  and  November  1,  2014  with 
respect  to  the  time  period  of  January  1 , 
2013  to  December  31,  2013.  We  invite 
public  comment  on  these  proposals. 

g.  Proposed  Population  and  Sampling 
Data  Requirements  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Years 

For  the  CY  2014  payment 
determination  and  subsequent  years,  we 
are  proposing  to  continue  our  policy 
that  hospitals  may  submit  voluntarily 
on  a  quarterly  basis,  aggregate 
population  and  sample  size  counts  for 
Medicare  and  non-Medicare  encounters 
for  the  measure  populations  for  which 
chart -abstracted  data  must  be  submitted, 
but  they  will  not  be  required  to  do  so. 
Where  hospitals  do  choose  to  submit 
this  data,  the  deadlines  for  submission 
are  the  same  as  those  for  reporting  data 


for  chart-abstracted  measures,  and 
hospitals  may  also  choose  to  submit 
data  prior  to  these  deadlines.  The 
deadline  schedule  is  available  on  the 
QualityNet  Web  site.  We  refer  readers  to 
the  CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  72101  through 
72103)  and  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74482  through  74483)  for  discussions  of 
these  policies.  We  invite  public 
comments  on  these  proposals. 

3.  Proposed  Hospital  OQR  Program 
Validation  Requirements  for  Chart- 
Abstracted  Measure  Data  Submitted 
Directly  to  CMS  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Years 

a.  Random  Selection  of  Hospitals  for 
Data  Validation  of  Chart-Abstracted 
Measures  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74484 
through  74485),  similar  to  our  approach 
for  the  CY  2012  payment  determination 
(75  FR  72103  through  72106),  we 
adopted  a  policy  to  validate  chart- 
abstracted  patient-level  data  submitted 
directly  to  CMS  from  randomly  selected 
hospitals  for  the'  CY  2013  payment 
determination. 

For  the  CY  2013  payment 
determination,  we  reduced  the  number 
of  randomly  selected  hospitals  from  800 
to  450. 

We  are  proposing  to  continue  this 
policy  for  the  CY  2014  payment 
determination  and  for  subsequent  years. 
We  refer  readers  to  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (FR 
76  74484)  for  a  discussion  of  sample 
size,  eligibility  for  validation  selection, 
and  encounter  minimums  for  chart 
abstracted  data  submitted  directly  to 
CMS  from  randomly  selected  hospitals. 
We  invite  public  comment  on  this 
proposal. 

b.  Targeting  and  Proposed  Targeting 
Criteria  for  Data  Validation  Selection  for 
the  CY  2014  Payment  Determination 
and  Subsequent  Years 

In  the  CY  2011  OPPS/ASC  proposed 
rule  (75  FR  46380)  we  discussed 
applying,  to  CY  2013  and  subsequent 
year’s  data  submission,  criteria  to 
determine  whether  a  hospital  would  be 
included  in  our  validation  selection 
based  on  abnormal  ^ta  patterns  or  a 
specific  situation.  At  that  time  we 
,  provided,  for  public  comment,  specific 
examples  of  what  we  thought  could  be 
appropriate  criteria. 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  (75  FR  72106)  we 
stated  our  belief  that  the  targeting 
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criteria  we  shared  for  comment  were 
reasonable.  We  considered  one 
commenter’s  concern  that  we  should 
use  targeting  criteria  to  ensure  we  do 
not  over-select  a  hospital  for  validation. 
We  reiterated  our  intent  to  propose  the 
specific  targeting  criteria  in  the 
upcoming  CY  2012  OPPS/ASC  proposed 
rule  (76  FR  42332),  in  order  to  finalize 
and  apply  it  to  201 Z  encounter  data 
collected  for  the  CY  2013  validation 
process  year.  We  did  so,  and  finalized 
our  proposal  without  modification  in 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74485). 

In  summary,  we  finalized  our  intent 
to  select  a  random  sample  of  hospitals 
for  validation  purposes,  and  to  select  an 
additional  50  hospitals  selected  based 
on  specific  criteria  designed  to  measure 
whether  the  data  these  hospitals  have 
reported  raises  a  concern  regarding  data 
accuracy. 

For  the  CY  2014  payment 
determination  and  subsequent  years,  we 
are  proposing  to  continue  these  policies 
and  to  continue  to  use  the  targeting 
criteria  finalized  previously. 

Specifically,  a  hospital  will  be 
preliminarily  selected  for  validation 
based  on  targeting  criteria  if  it: 

•  Fails  the  validation  requirement 
that  applies  to  the  CY  2012  payment' 
determination;  or 

•  Has  an  outlier  value  for  a  measure 
based  on  the  data  it  submits. 

In  the  CY  2012  OPPS/ASC  proposed 
rule  (76  FR  42333)  and  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74486)  we  describe  additional  data 
validation  conditions  under 
consideration  for  the  CY  2014  payment 
determination  and  subsequent  years.  We 
thank  those  who  commented  on  the  CY 
2012  proposed  additional  data  , 
validation  targeting  conditions  and  will 
take  their  views  under  consideration  as 
we  develop  any  future  proposals  on 
these  issues.  At  this  time,  we  are  not 
proposing  any  additional  targeting 
criteria  to  use  in  selecting  the  additional 
50  hospitals  we  include  in  the 
validation  process  for  CY  2014  payment 
determination  or  in  subsequent  years. 
We  invite  public  comment  on  this 
proposal. 

c.  Proposed  Methodology  for  Encounter 
Selection  for  the  CY  2014  Payment 
Determination  and  Subsequent  Years 

For  each  selected  hospital  (random  or 
targeted),  we  are  proposing  to  continue 
the  approach  we  adopted  in  the  CY 
2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74485  through 
74486)  for  the  CY  2014  payment 
determination  and  subsequent  years. 

For  the  CY  2014  payment 
determination,  for  each  selected 


hospital  (random  or  targeted),  we  would 
continue  to  validate  up  to  48  randomly 
selected  patient  encounters  (12  per 
quarter;  48  per  year)  from  the  total 
number  of  encounters  that  the  hospital 
successfully  submitted  to  the  OPPS 
Clinical  Warehouse.  If  a  selected 
hospital  has  submitted  less  than  12 
encounters  in  one  or  more  quarters,  only 
those  encounters  available  would  be 
validated.  For  each  selected  encounter, 
a  designated  CMS  contractor  would 
request  that  the  hospital  submit  the 
complete  supporting  medical  record 
documentation  that  corresponds  to  the 
encounter.  We  refer  readers  to  42  CFR 
482.24(c)  for  a  definition  of  what  is 
expected  in  a  medical  record  submitted 
for  validation.  The  validation  process 
requires  full  supporting  medical 
documentation,  including  ECG  taj>es 
and/or  other  pieces  of  a  medical  record 
that  may  not  be  stored  in  a  single 
location.  The  hospital  must  ensure  a  full 
medical  record  goes  to  the  contractor  for 
accurate  validation. 

We  continue  to  believe  that  validating 
a  larger  number  of  encounters  per 
hospital  for  fewer  hospitals  at  the 
measure  level  has  several  benefits.  We 
believe  that  this  approach  is  suitable  for 
the  Hospital  OQR  Program  because  it 
will:  (1)  produce  a  more  reliable 
estimate  of  whether  a  hospital’s 
submitted  data  have  been  abstracted 
accurately;  (2)  provide  more  statistically 
reliable  estimates  of  the  quality  of  care 
delivered  in  each  measured  hospital  as 
well  as  at  a  national  level;  and  (3) 
reduce  overall  burden,  for  example,  in 
submitting  validation  documentation, 
because  hospitals  most  likely  will  not  be 
selected  to  undergo  validation  each 
year,  and  a  smaller  number  of  hospitals 
per  year  will  be  selected. 

For  all  selected  hospitals,  we  would 
not  be  selecting  cases  stratified  by 
measure  or  topic;  our  interest  is  whether 
the  data  submitted  by  hospitals 
accurately  reflects  the  care  delivered 
and  documented  in  the  medical  record, 
not  what  the  accuracy  is  by  measure  or 
whether  there  are  differences  by 
measure  or  topic.  We  would  be 
validating  data  from  April  1  to  March  31 
of  the  year  preceding  tjie  payment 
determination  year.  This  provides 
validation  results  data  in  time  to  use  to 
make  the  payment  determination.  For 
example,  encounter  data  from  April  1, 
2012  to  March  31,  2013  provides  a  full 
year  of  the  most  recent  data  possible  to 
validate  in  time  to  make  the  CY  2014 
payment  determination.  We  invite 
public  comment  on  our  proposal  to 
continue  to  use  our  established 
methodology  for  encounter  selection 
and  our  proposed  annual  schedule  for 


encounters  to  be  validated  and  used  in 
payment  determinations. 

d.  Validation  Score  Calculation  for  the 
CY  2014  Payment  Determination  and 
Subsequent  Years 

We  are  proposing  to  retain  the 
medical  record  return  policy  that  we 
finalized  in  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
72104)  for  the  CY  2014  payment 
determination  and  subsequent  years. 

For  the  CY  2014  payment 
determination,  we  are  proposing  to 
continue  the  validation  score  policies 
we  adopted  in  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74486),  for  the  CY  2013  payment 
determination.  We  are  proposing  to  use 
the  validation  calculation  approach 
finalized  for  the  CY  2012  and  CY  2013 
payment  determinations  with  validation 
being  done  for  each  selected  hospital. 
Specifically,  we  are  proposing  to 
conduct  a  measures  level  validation  by 
calculating  each  measure  within  a 
submitted  record  using  the 
independently  abstracted  data  and  then 
comparing  this  to  the  measure  reported 
by  the  hospital;  a  percent  agreement 
would  then  be  calculated.  We  would 
also  compare  the  measure  category  for 
quality  measures  with  continuous  units 
of  measurement,  such  as  time,  so  that 
for  these  measures,  both  the  category 
and  the  measurerwould  need  to  match. 

For  the  CY  2014  payment 
determination  and  subsequent  years,  we 
are  proposing  to  use  the  medical  record 
validation  procedure  we  finalized  in  the 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  72105).  A 
designated  CMS  contractor  would,  for 
each  quarter  that  applies  to  the 
validation,  ask  each  of  the  selected 
hospitals  to  submit  medical 
documentation  for  up  to  12  randomly 
selected  cases  submitted  to  and 
accepted  by  the  OPPS  Clinical 
Warehouse.  The  CMS  contractor  would 
request  paper  copies  of  medical 
documentation  corresponding  to 
selected  cases  from  each  hospital  via 
certified  mail  or  another  trackable 
method  that  requires  a  hospital 
representative  to  sign  for  the  request 
letter.  A  trackable  method  would  be 
used  so  that  we  would  be  assured  that 
the  hospital  received  the  request.  The 
hospital  would  have  45  calendar  days 
from  the  date  of  the  request  as 
documented  in  the  request  letter  to 
submit  the  requested  documentation 
and  have  the  documentation  received  by 
the  CMS  contractor.  If  the  hospital  does 
not  comply  within  30  calendar  days  of 
receipt  of  the  initial  medical 
documentation  request,  the  CMS 
contractor  would  send  a  second  letter  by 
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certified  mail  or  other  trackable  method 
to  the  hospital,  reminding  the  hospital 
that  paper  copies  of  the  requested 
documentation  must  he  submitted  and 
received  within  45  calendar  days 
following  the  date  of  the  initial  CMS 
contractor  request.  If  the  hospital  does 
not  submit  the  requested  documentation 
and  the  documentation  is  not  received 
by  the  CMS  contractor  within  the  45 
calendar  days,  then  the  CMS  contractor 
would  assign  a  “zero”  score  to  each  data 
element  for  each  selected  cSse  and  the 
case  would  fail  for  all  measures  in  the 
same  topic  (for  example,  OP-6  and  OP- 
7  measures  for  a  Surgical  Care  case). 

We  are  proposing  that  the  letter  from 
the  designated  CMS  contractor  would  be 
addressed  to  the  hospital’s  medical 
record  staff  identified  by  the  hospital  for 
the  submission  of  records  under  the 
Hospital  IQR  Program  (that  is,  the 
hospital’s  medical  records  staff 
identified  by  the  hospital  to  its  State 
QIO).  If  CMS  has  evidence  that  the 
hospital  received  both  letters  requesting 
medical  records,  the  hospital  would  be 
deemed  responsible  for  not  returning 
the  requested  medical  record 
documentation  and  the  hospital  would 
not  be  allowed  to  submit  such  medical 
documentation  as  part  of  its 
reconsideration  request  so  that 
information  not  utilized  in  making  a 
payment  determination  is  not  included 
in  cmy  reconsideration  request. 

Once  the  CMS  contractor  receives  the 
requested  medical  documentation,  the 
contractor  would  independently 
reabstract  the  same  quality  measure  data 
elements  that  the  hospital  previously 
abstracted  and  submitted,  and  the  CMS 
contractor  would  then  compare  the  two 
sets  of  data  to  determine  whether  the 
two  sets  of  data  match.  Specifically,  the 
CMS  contractor  would  conduct  a 
measures  level  validation  by  calculating 
each  measure  within  a  submitted  case 
using  the  independently  reabstracted 
data  and  then  comparing  this  to  the 
measure  reported  by  the  hospital:  a 
percent  agreement  would  then  be 
calculated.  The  validation  score  for  a 
hospital  would  equal  the  total  number 
of  measure  matches  divided  by  the  total 
number  of  measures  multiplied  by  100 
percent. 

We  invite  public  comment  on  our 
proposals  regarding  the  medical  record 
request  policy  for  CY  2014  payment 
determination  and  subsequent  payment 
determination  years. 

To  receive  the  full  OPPS  OPD  fee 
schedule  increase  factor  for  CY  2014,  we 
are  proposing  that  hospitals  must  attain 
at  least  a  75  percent  reliability  score, 
based  upon  the  proposed  validation 
process.  We  are  proposing  to  use  the 
upper  bound  of  a  two-tailed  95  percent 


confidence  interval  to  estimate  the 
validation  score.  If  the  calculated  upper 
limit  is  above  the  required  75  percent 
reliability  threshold,  we  would  consider 
a  hospital’s  data  to  be  “validated”  for 
payment  purposes.  Because  we  are  more 
interested  in  whether  the  measure  has 
been  accurately  reported,  we  would 
continue  to  focus  on  whether  the 
measure  data  reported  by  the  hospital 
matches  the  data  documented  in  the 
medical  record  as  determined  by  our 
reabstraction. 

We  are  proposing  to  calculate  the 
validation  score  using  the  same 
methodology  we  finalized  for  the  CY 
2012  and  CY  2013  payment 
determinations  (75  FR  72105  and  76  FR 
74486).  We  also  are  proposing  to  use  the 
same  medical  record  documentation 
submission  procedures  that  we  also 
finalized  for  the  CY  2012  and  CY  2013 
payment  determinations  (75  FR  72104 
and  76  FR  74486).  We  invite  public 
comments  on  these  proposals. 

H.  Proposed  Hospital  OQR 
Reconsideration  and  Appeals 
Procedures  for  the  CY  2014  Payment- 
Determination  and  Subsequent  Years 

When  the  Hospital  IQR  Program  was 
initially  implemented,  it  did  not  include 
a  reconsideration  process  for  hospitals. 
Subsequently,  we  received  many 
requests  for  reconsideration  of  those 
payment  decisions  and,  as  a  result, 
established  a  process  by  which 
participating  hospitals  would  submit 
requests  for  reconsideration.  We 
anticipated  similar  concerns  with  the 
Hospital  OQR  Program  and,  therefore,  in 
•the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66875),  we 
stated  our  intent  to  implement  for  the 
Hospital  OQR  Program  a 
reconsideration  process  modeled  after 
the  reconsideration  process  we 
implemented  for  the  Hospital  IQR 
Program.  In  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68779),  we  adopted  a  recpnsideration 
process  that  applied  to  the  CY  2010 
payment  decisions.  In  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60654  through  60655),  we 
continued  this  process  for  the  CY  2011 
payment  update.  This  process  required 
that  a  hospital’s  CEO  sign  any  request 
for  a  reconsideration. 

In  the  CY  2011  and  CY  2012  OPPS/ 
ASC  final  rules  with  comment  periods 
(75  FR  72106  through  72108  and  76  FR 
74486  through  75587),  we  continued 
this  process  for  the  CY  2012  and  CY 
2013  payment  updates  with  some 
modification.  In  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
72107),  we  finalized  that  the  CEO  was 


not  required  to  sign  the  reconsideration 
request  form. 

We  are  proposing  to  continue  this 
process,  with  additional  modifications, 
for  the  CY  2014  payment  determination 
and  subsequent  years  payment 
determinations.  We  have  now  realized 
that,  in  eliminating  the  requirement  that 
a  CEO  sign  a  request  form,  we  did  not 
include  any  requirement  for  a  signature 
on  the  reconsideration  request  form.  To 
increase  accountability,  we  eae 
proposing  for  the  CY  2014  payment 
determination  and  subsequent  years 
payment  determinations,  that  the 
hospital  designate  a  contact  on  its 
reconsideration  request  form,  who  may 
or  may  not  be  the  CEO.  We  would 
communicate  with  this  designee.  We 
also  are  proposing  the  hospital’s 
designee  must  sign  its  reconsideration 
request  form.  This  process  is  consistent 
with  our  recent  proposals  for 
reconsideration  requests  under  the 
ASCQR  Prograni  (77  FR  28105). 

Under  this  process,  a  hospital  seeking 
reconsideration  must — 

•  Submit  to  CMS,  via  QualityNet,  a 
Reconsideration  Request  form  that  will 
be  made  available  on  the  QualityNet 
Web  site;  this  form  must  be  submitted 
by  February  3  of  the  affected  payment 
year  (for  example,  for  the  CY  2014 
payment  determination,  the  request 
must  be  submitted  by  February  3,  2014) 
and  must  contain  the  following 
information; 

o  Hospital  CCN. 

o  Hospital  Name. 

o  CMS-identified  reason  for  not 
meeting  the  requirements  of  the  affected 
payment  year’s  Hospital  OQR  Program 
as  provided  in  any  CMS  notification  to 
the  hospital. 

o  Hospital  basis  for  requesting 
reconsideration.  This  must  identify  the 
hospital’s  specific  reason(s)  for 
believing  it  met  the  affected  year’s 
Hospital  OQR  Program  requirements 
and  should  receive  the  full  OPD  fee 
schedule  increase  factor. 

o  Designated  hospital  personnel 
contact  information,  including  name, 
email  address,  telephone  number,  and 
mailing  address  (must  include  physical 
address,  not  just  a  post  office  box).  We 
are  proposing  that  the  designee,  who 
may  or  may  not  be  the  hospital’s  CEO, 
must  sign  the  form  submitted  to  request 
reconsideration. 

o  A  copy  of  all  materials  that  the 
hospital  submitted  to  comply  with  the 
requirements  of  the  affected  year’s 
Hospital  OQR  Program.  Such  material 
might  include,  but  does  not  need  to  be 
limited  to,  the  applicable  Notice  of 
Participation  form  or  completed  online 
registration  form,  and  measure  data  that 
the  hospital  submitted  via  QualityNet. 
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•  Paper  copies  of  all  the  medical 
record  documentation  that  it  submitted 
for  the  initial  validation  (if  applicable). 
Hospitals  submit  this  documentation  to 
a  designated  CMS  contractor  which  has 
authority  to  review  patient  level 
information.  We  post  the  address  where 
hospitals  are  to  send  this  documentation 
on  the  QualityNet  Web  site. 

•  To  the  extent  that  the  hospital  is 
requesting  reconsideration  on  the  basis 
that  CMS  has  determined  it  did  not 
meet  an  affected  year’s  validation 
requirement,  the  hospital  must  provide 
a  written  justification  for  each  appealed 
data  element  classified  during  the 
validation  process  as  a  mismatch.  Only 
data  elements  that  affect  a  hospital’s 
validation  score  would  be  eligible  to  be 
reconsidered.  We  review  the  data 
elements  that  were  labeled  as 
mismatched  as  well  as  the  written 
justifications  provided  by  the  hospital, 
and  make  a  decision  on  the 
reconsideration  request. 

We  are  proposing  these  requirements 
for  the  CY  2014  payment  determination 
year  program  and  for  subsequent  years. 
We  invite  public  comment  on  these 
proposed  changes. 

Following  receipt  of  a  request  for 
reconsideration,  CMS — 

•  Provides  an  email 
acknowledgement,  using  the  contact 
information  provided  in  the 
reconsideration  request,  to  the 
designated  hospital  personnel  notifying 
them  that  the  hospital’s  request  has 
been  received. 

•  Provides  a  formal  response  to  the 
hospital-designated  personnel,  using  the 
contact  information  provided  in  the 
reconsideration  request,  notifying  the 
hospital  of  the  outcome  of  the 
reconsideration  process. 

•  Applies  policies  that  we  finalized 
for  the  CY  2012  and  CY  2013  payment 
determinations  regarding  the  scope  of 
our  review  when  a  hospital  requests 
reconsideration  because  it  failed  our 
validation  requirement. 

These  policies  are  as  follows: 

•  If  a  hospital  requests 
reconsideration  on  the  basis  that  it 
disagrees  with  a  determination  that  one 
or  more  data  elements  were  classified  as 
mismatches,  we  only  consider  the 
hospital’s  request  if  the  hospital  timely 
submitted  all  requested  medical  record 
documentation  to  the  CMS  contractor 
each  quarter  under  the  validation 
process. 

•  If  a  hospital  requests 
reconsideration  on  the  basis  that  it 
disagrees  with  a  determination  that  one 
or  more  of  the  complete  medical  records 
it  submitted  during  the  quarterly 
validation  process  was  classified  as  an 
invalid  record  selection  (that  is,  the 


CMS  contractor  determined  that  one  or 
more  of  the  complete  medical  records 
submitted  by  the  hospital  did  not  match 
what  was  requested,  thus  resulting  in  a 
zero  validation  score  for  the 
encounter(s),  our  review  is  initially 
limited  to  determining  whether  the 
medical  documentation  submitted  in 
response  to  the  designated  CMS 
contractor’s  request  was  the  correct  and 
complete  documentation.  If  we 
determine  that  the  hospital  did  submit 
the  correct  and  complete  medical 
documentation,  we  abstract  the  data 
elements  and  compute  a  new  validation 
score  for  the  encounter.  If  we  conclude 
that  the  hospital  did  not  submit  the 
correct  and  complete  medical  record 
documentation,  we  do  not  further 
consider  the  hospital’s  request. 

•  If  a  hospital  requests 
reconsideration  on  the  basis  that  it 
disagrees  with  a  determination  that  it 
did  not  submit  the  requested  medical 
record  documentation  to  the  CMS 
contractor  within  the  proposed  45 
calendar  day  timeframe,  our  review  is 
initially  limited  to  determining  whether 
the  CMS  contractor  received  the 
requested  medical  record 
documentation  within  45  calendar  days, 
and  whether  the  hospital  received  the 
initial  medical  record  request  and 
reminder  notice.  If  we  determine  that 
the  CMS  contractor  timely  received 
paper  copies  of  the  requested  medical 
record  documentation,  we  abstract  data 
elements  from  the  medical  record 
documentation  submitted  by  the 
hospital  and  compute  a  validation  score 
for  the  hospital.  If  we  determine  that  the 
hospital  received  two  letters  requesting 
medical  documentation  but  did  not 
submit  the  requested  documentation 
within  the  45  calendar  day  period,  we 
do  not  further  consider  the  hospital’s 
request. 

If  a  hospital  is  dissatisfied  with  the 
result  of  a  Hospital  OQR  reconsideration 
decision,  the  hospital  is  able  to  file  an 
appeal  under  42  CFR  Part  405,  Subpart 
R  (PRRB  appeal). 

We  invite  public  comment  on  the 
modifications  we  have  proposed  to  the 
Hospital  OQR  Program  reconsideration 
and  appeals  procedures. 

I.  Proposed  Extraordinary 
Circumstances  Extension  or  Waiver  for 
the  CY  2013  Payment  Determination 
and  Subsequent  Years 

In  our  experience,  there  have  been 
times  when  hospitals  have  been  unable 
to  submit  required  quality  data  due  to 
extraordinary  circumstances  that  are  not 
within  their  control.  It  is  our  goal  to  not 
penalize  hospitals  for  such 
circumstances  and  we  do  not  want  to 
unduly  increase  their  burden  during 


these  times.  Therefore,  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60046  through  60047),  we 
adopted  a  process  for  hospitals  to 
request  and  for  CMS  to  grant  extensions 
or  waivers  with  respect  to  the  reporting 
of  required  quality  data  when  there  are 
extraordinary  circumstances  beyond  the 
control  of  the  hospital.  In  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72103),  we  retained  these 
procedures  with  a  modification  to 
eliminate  redundancy  in  the 
information  a  hospital  must  provide  in 
the  request.  In  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74478  through  74479),  for  CY  2012  and 
subsequent  years,  we  retained  these 
procedures  with  one  modification.  The 
CY  2012  modification  allowed  that  the 
original  procedures  for  requesting  an 
extension  or  waiver  of  quality  data 
submission  would  thereafter  also  extend 
to  include  medical  record 
documentation  submission  for  purposes 
of  complying  with  our  validation 
requirement  for  the  Hospital  OQR 
Program.  We  are  proposing  to  retain 
these  procedures  with  a  modification  for 
CY  2013  and  subsequent  years. 

We  are  proposing  to  modify  one 
element  of  the  information  required  on 
the  CMS  request  form.  Under  the 
procedures  set  out  in  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74479),  hospitals  were 
required  to  submit  “CEO  and  any  other 
designated  personnel  contact 
information”  (emphasis  added),  the 
CEO  was  required  to  sign  the  form,  and 
CMS  was  required  to  respond  to  the 
CEO  and  additional  designated  hospital 
personnel.  The  information  required  in 
CY  2013  and  subsequent  years  would 
include  “CEO  or  other  hospital- 
designated  personnel  contact 
information”  (emphasis  added).  This 
proposed  change  would  allow  the 
hospital  to  designate  an  appropriate, 
non-CEO,  contact  at  its  discretion.  This 
individual  would  be  responsible  for  the 
submission,  and  would  be  the  one 
signing  the  form.  Therefore,  the 
hospital’s  designated-contact  may  or 
may  not  hold  the  title  of  CEO.  We  invite 
public  comment  on  this  proposed 
modification  to  the  process  for  granting 
extraordinary  circumstances  extensions 
or  waivers  for  the  Hospital  OQR 
Program. 

Thus,  we  are  proposing  that,  in  the 
event  of  extraordinary  circumstances, 
such  as  a  natural  disaster,  not  within  the 
control  of  the  hospital,  for  the  hospital 
to  receive  consideration  for  an  extension 
or  waiver  of  the  requirement  to  submit 
quality  data  or  medical  record 
documentation  for  one  or  more  quarters, 
a  hospital  would  submit  to  CMS  a 
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request  form  that  would  be  made 
available  on  the  QualityNet  Web  site. 

The  following  information  should  be 
noted  on  the  form: 

•  Hospital  CCN; 

•  Hospital  Name; 

•  CEO  or  other  hospital-designated 
personnel  contact  information, 
including  neune,  email  address, 
telephone  number,  and  mailing  address 
(must  include  a  physical  address;  a  post 
office  box  address  is  not  acceptable); 

•  Hospital’s  reason  for  requesting  an 
extension  or  waiver; 

•  Evidence  of  the  impact  of  the 
extraordinary  circumstances,  including 
but  not  limited  to  photographs, 
newspaper  and  other  media  articles;  and 

•  A  date  when  the  hospital  would 
again  be*  able  to  submit  Hospital  OQR 
data  and/or  medical  record 
documentation,  and  a  justification  for 
the  proposed  date. 

The  request  form  would  be  signed  by 
the  hospital’s  designated  contact, 
whether  or  not  that  individual  is  the 
CEO.  A  request  form  would  be  required 
to  be  submitted  within  45  days  of  the 
date  that  the  extraordinary  circumstance 
occurred. 

Following  receipt  of  such  a  request, 
CMS  would — 

(1)  Provide  a  written 
acknowledgement  using  the  contact 
information  provided  in  the  request 
notifying  the  designated  contact  that  the 
hospital’s  request  has  been  received; 

(2)  Provide  a  formal  response  to  the 
hospital’s  designated  contact  using  the 
contact  information  provided  in  the 
request  notifying  them  of  our  decision; 
and 

(3)  Complete  our  review  of  any  CY 
2013  request  and  communicate  our 
response  within  90  days  following  our 
receipt  of  such  a  request. 

We  note  that  we  might  also  decide  to 
grant  waivers  or  extensions  to  hospitals 
that  have  not  requested  them  when  we  , 
determine  that  an  extraordinary 
circumstance,  such  as  an  act  of  nature 
(for  example,  hurricane)  affects  an  entire 
region  or  locale.  If  we  make  the 
determination  to  grant  a  waiver  or 
extension  to  hospitals  in  a  region  or 
locale,  we  would  communicate  this 
decision  to  hospitals  and  vendors 
through  routine  communication 
channels,  including  but  not  limited  to 
emails  and  notices  on  the  QualityNet 
Web  site.  We  invite  public  comments  on 
these  proposals. 

/.  Electronic  Health  Records  (EHRs) 

Starting  with  the  FY  2006  IPPS  final 
rule,  we  have  encouraged  hospitals  to 
take  steps  toward  the  adoption  of  EHRs 
(also  referred  to  in  previous  rulemaking 
documents  as  electronic  medical 


records)  that  will  allow  for  reporting  of 
clinical  quality  data  firom  EHRs  to  a 
CMS  data  repository  (70  FR  47420 
through  47421).  We  sought  to  prepare 
for  future  EHR  submission  of  quality 
measures  by  sponsoring  the  creation  of 
electronic  specifications  for  quality 
measures  under  consideration  for  the 
Hospital  IQR  Program.  Through  the 
Medicare  and  Medicaid  EHR  Incentive 
Programs,  we  expect  that  the 
subniission  of  quality  data  through 
EHRs  will  provide  a  foundation  for 
establishing  the  capacity  of  hospitals  to 
send,  and  for  CMS,  in  the  future,  to 
receive,  quality  measures  via  hospital 
EHRs  for  Hospital  IQR  Program  and 
Hospital  OQR  Program  measures.  We 
expect  the  Hospital  IQR  and  Hospital 
OQR  Programs  to  transition  to  the  use 
of  certified  EHR  technology,  for 
measures  that  otherwise  require 
information  from  the  clinical  record. 

This  would  allow  us  to  collect  data  for 
measures  without  the  need  for  manual 
chart  abstraction. 

In  the  FY  2012  IPPS/LTCH  PPS 
proposed  rule  (75  FR  25894),  we 
identified  FY  2015  as  a  potential 
transition  date  to  move  to  EHR-based 
submission  and  phase  out  manual  chart 
abstraction  for  the  Hospital  IQR 
Program.  We  also  anticipate  such  a 
transition  for  hospital  outpatient 
measures,  although  likely  somewhat 
after  the  transition  for  hospital  inpatient 
measures.  This  is  because  we  hope  to 
first  align  the  clinical  quality  measures 
in  the  Medicare  EHR  Incentive  Program 
with  the  Hospital  IQR  Program 
measures.  Our  goals  are  to  align  the 
hospital  quality  reporting  programs,  to 
seek  to  avoid  redundant  emd  duplicative 
reporting  of  quality  measures  for 
hospitals,  and  to  rely  largely  on  EHR 
submission  for  many  measures  based  on 
clinical  record  data. 

As  noted  below,  the  Stage  2  Medicare 
EHR  Incentive  Program  proposed  rule 
would  require  electronic  reporting  of 
clinical  quality  measures  beginning  in 
2014  for  eligible  hospitals  and  CAHs 
that  are  beyond  the  first  year  of  Stage  1 
of  meaningful  use.  Under  our  timeline 
for  EHR-based  submission  under  the 
Hospital  OQR  Program,  some  eligible 
hospitals  would  he  in  their  second  year 
of  Stage  2  reporting  and  these  eligible 
hospitals  could  be  using  two  methods  to 
report  similar  information  for  the 
Medicare  and  Medicaid  EHR  Incentive 
Programs  and  the  Hospital  OQR 
Program.  We  considered  allowing,  but 
not  requiring,  EHR-based  submission  at 
the  earliest  possible  date,  so  as  to  reduce 
the  burden  of  hospitals.  We  are  not 
proposing  this  approach  because  we 
believe  that  it  would  not  be  consistent 
with  our  goal  that  measure  results  that 


must  be  publicly  reported  should  be 
based  on  consistent,  comparable  results 
among  reporting  hospitals  and  because 
our  first  priority  is  to  align  EHR-based 
submissions  under  the  Hospital  IQR 
Program.  We  invite  public  comment  on 
this  issue. 

K.  Proposed  2013  Medicare  EHR 
Incentive  Program  Electronic  Reporting 
Pilot  for  Eligible  Hospitals  and  CAHs 

In  the  2012  OPPS/ASC  final  rule  with 
comment  period  we  finalized  the 
voluntary  2012.  Electronic  Reporting 
Pilot  for  eligible  hospitals  and  CAHs 
participating  in  the  Medicare  EHR 
Incentive  Program  for  the  2012  payment 
year  and  also  revised  our  regulations  at 
§  495.8(b)(2)  accordingly.  We  refer 
readers  to  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR  74489 
through  74492)  for  detailed  discussion 
of  the  Electronic  Reporting  Pilot. 

We  are  proposing  to  continue  the 
Electronic  Reporting  Pilot  for  the  2013 
payment  year  as  finalized  for  the  2012 
payment  year.  We  are  proposing  to 
revise  our  regulations  at  §  495.8(b)(2)(vi) 
to  reflect  the  continuation  of  the 
Electronic  Reporting  Pilot  for  2013,  and 
also  to  remove  the  reference  to 
§  495.6(f)(9)  in  order  to  conform  with 
the  proposed  changes  to  §  495.6(f)  that 
were  included  in  the  EHR  Incentive 
Program — Stage  2  proposed  rule  (77  FR 
13817).  We  invite  public  comments  on 
these  proposals. 

We  note  that  we  finalized  reporting 
clinical  quality  measures  for  the 
Medicare  EHR  Incentive  Program  by 
attestation  of  clinical  quality  measure 
results  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  for  2012  and 
subsequent  years,  such  as  2013  (76  FR 
74489).  Thus,  eligible  hospitals  and 
CAHs  may  continue  to  report  clinical 
quality  measure  results  as  calculated  by 
certified  EHR  technology  by  attestation 
for  2013,  as  they  did  for  2011  and  2012. 
We  also  note  the  intent  of  CMS  to  move 
to  electronic  reporting.  In  the  Stage  2 
Medicare  EHR  Incentive  Program 
proposed  rule,  we  proposed  that  the 
Medicare  EHR  Incentive  Program  would 
require  electronic  reporting  of  clinical 
quality  measures  beginning  in  2014  for 
eligible  hospitals  and  CAHs  that  are 
beyond  the  first  year  of  Stage  1  of 
meaningful  use  (77  FR  13764). 

XVI.  Requirements  for  the  Ambulatory 
Surgical  Center  Quality  Reporting 
(ASCQR)  Program 

A.  Background 

1.  Overview 

We  refer  readers  to  section  XV.A.l.  of 
this  proposed  rule  for  a  general 
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overview  of  our  quality  reporting 
programs. 

2.  Statutory  History  of  the  ASC  Quality 
Reporting  (ASCQR)  Program 

*  We  refer  readers  to  section  XIV.K.l.  of 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74492  through 
74493)  for  a  detailed  discussion  of  the 
statutory  history  of  the  ASCQR  Program. 

3.  History  of  the  ASCQR  Program 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66875),  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68780),  the  CY 

2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60656),  and  the 
CY  2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  72109),  we  did 
not  implement  a  quality  data  reporting 
program  for  ASCs.  We  determined  that 
it  would  be  more  appropriate  to  allow 
ASCs  to  acquire  some  experience  with 
the  revised  ASC  payment  system,  which 
was  implemented  for  CY  2008,  before 
implementing  new  quality  reporting 
requirements.  However,  in  these  rules, 
we  indicated  that  we  intended  to 
implement  a  quality  reporting  program 
for  ASCs  in  the  future. 

In  preparation  for  proposing  a  quality 
reporting  program  for  ASCs,  in  the  CY 

2011  OPPS/ASC  proposed  rule  (75  FR 
46383),  we  solicited  public  comments 
on  10  measures.  In  addition  to  preparing 
to  propose  implementation  of  a  quality 
reporting  program  for  ASCs,  HHS 
developed  a  plan  to  implement  a  value- 
based  purchasing  (VBP)  program  for 
payments  under  title  XVIII  of  the  Act  for 
ASCs  as  required  by  section  3006(f)  of 
the  Affordable  Care  Act,  as  added  by 
section  10301(a)  of  the  Affordable  Care 
Act.  We  also  submitted  a  report  to 
Congress,  as  required  by  section 
3006(f)(4)  of  the  Affordable  Care  Act, 
entitled  “Medicare  Ambulatory  Surgical 
Center  Value-Based  Purchasing 
Implementation  Plan”  that  details  this 
plan.  This  report  is  found  on  the  CMS 
Web  site  at;  http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Paym  ent/ AS  CPaym  en  t/Do  wnloa  ds/ 
C_ASCJ\TC-2011.pdf.  Currently,  we  do 
not  have  express  statutory  authority  to 
implement  an  ASC  VBP  program.  If  and 
when  legislation  is  enacted  thaj 
authorizes  CMS  to  implement  an  ASC 
VBP  program,  we  will  develop  the 
program  and  propose  it  through 
rulemaking. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74492 
through  74517),  we  finalized  our 
proposal  to  implement  the  ASCQR 
Program  beginning  with  the  CY  2014 
payment  determination.  We  adopted 
quality  measures  for  the  CY  2014,  CY 


2015,  and  CY  2016  payment 
determination  years  and  finalized  some 
data  collection  and  reporting  timeframes 
for  these  measures.  We  also  adopted 
policies  with  respect  to  the  maintenance 
of  technical  specifications  and  updating 
of  measures,  publication  of  ASCQR 
Program  data,  and,  for  the  CY  2014 
payment  determination,  data  collection 
and  submission  requirements  for  the 
claims-based  measures.  For  a  discussion 
of  these  final  policies,  we  refer  readers 
to  theT^Y  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74492 
through  74517). 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74515),  we 
indicated  our  intent  to  issue  proposals 
for  administrative  requirements,  data 
validation  and  completeness 
requirements,  and  reconsideration  and 
appeals  processes  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule,  rather  than  in 
the  CY  2013  OPPS/ASC  proposed  rule, 
because  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  is  scheduled  to  be 
finalized  earlier  and  prior  to  data 
collection  for  the  CY  2014  payment 
determination,  which  is  to  begin  with 
services  furnished  on  October  1,  2012. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28101  through 
28105),  we  issued  proposals  for 
administrative  requirements,  data 
completeness  requirements, 
extraordinary  circumstances  waiver  or 
extension  requests,  and  a 
reconsideration  process.  For  a  complete 
discussion  of  these  proposals,  we  refer 
readers  to  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28101  through 
28105). 

Because  we  have  included  proposals 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  for  the  ASCQR  Program, 
we  are  limiting  the  number  of  proposals 
in  this  proposed  rule.  In  addition,  in  an 
effort  to  prevent  confusion  regarding 
what  we  are  proposing  in  this  proposed 
rule  and  what  we  have  proposed  in  the 
FY  2013  IPPS/LTCH  PPS  proposed  rule, 
in  this  proposed  rule,  we  are  limiting 
our  discussion  of  the  proposals 
contained  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  primarily  to 
background  related  to  the  proposals 
being  made  in  this  proposed  rule. 

B.  ASCQR  Program  Quality  Measures 

1.  Proposed  Considerations  in  the 
Selection  of  ASCQR  Program  Quality 
Measures 

Section  1833(i)(7)(B)  of  the  Act  states 
that  section  1833(t)(17)(C)  of  the  Act 
shall  apply  with  respect  to  ASC  services 
in  a  similar  manner  in  which  they  apply 
to  hospitals  for  the  Hospital  OQR 
Program,  “except  as  the  Secretary  may 


otherwise  provide.”  The  requirements 
under  section  1833(t)(17)(C)(i)  of  the  Act 
state  that  measures  developed  shall  “be 
appropriate  for  the  measurement  of 
quality  of  care  (including  medication 
errors)  furnished  by  hospitals  in 
outpatient  settings  and  that  reflect 
consensus  among  affected  parties  and, 
to  the  extent  feasible  and  practicable, 
shall  include  measures  set  forth  by  one 
or  more  national  consensus  building 
entities.” 

In  addition  to  following  the  statutory 
requirements,  in  selecting  measures  for 
the  ASCQR  Program  and  other  quality 
reporting  programs,  we  have  focused  on 
measures  that  have  a  high  impact  on 
and  support  HHS  and  CMS  priorities  for 
improved  health  care  outcomes,  quality, 
safety,  efficiency,  and  satisfaction  for 
patients.  Our  goal  for  the  future  is  to 
expand  any  measure  set  adopted  for  the 
ASCQR  Program  to  address  these 
priorities  more  fully  and  to  align  ASC 
quality  measure  requirements  with 
those  of  other  reporting  programs  as 
appropriate,  including  the  Hospital 
OQR  Program,  so  that  the  burden  for 
reporting  will  be  reduced. 

In  general,  we  prefer  to  adopt 
jneasures  that  have  been  endorsed  by 
the  NQF  because  it  is  a  national  multi¬ 
stakeholder  organization  with  a  well- 
documented  and  rigorous  approach  to 
consensus  development.  However,  as 
discussed  above,  the  Hospital  OQR 
Program  statute  only  requires  that  we 
adopt  measures  that  are  appropriate  for 
the  measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  reflect  consensus  among 
affected  parties,  and,  to  the  extent 
feasible  and  practicable,  include 
measures  set  forth  by  one  or  more 
national  consensus  building  entities. 
Therefore,  measures  are  not  required  to 
be  endorsed  by  the  NQF  or  any  other 
national  consensus  building  entity  and, 
as  we  have  noted  in  a  previous 
rulemaking  for  the  Hospital  OQR 
Program  (75  FR  72065),  the  requirement 
that  measures  reflect  consensus  among 
affected  parties  can  be  achieved  in  other 
ways,  including  through  the  measure 
development  process,  through  broad 
acceptance  and  use  of  the  measure(s), 
and  through  public  comment.  Further, 
the  Secretary  has  broader  authority 
under  the  ASCQR  Program  statute,  as 
discussed  above,  to  adopt  nonendorsed 
measures  or  measures  that  do  not  reflect 
consensus  for  the  ASCQR  Program 
because,  under  the  ASCQR  Program 
statute,  these  Hospital  OQR  Program 
provisions  apply  “except  as  the 
Secretary  may  otherwise  provide.” 

In  developing  the  ASCQR  Program, 
we  applied  the  principles  set  forth  in 
the  CY  2011  OPPS/ASC  proposed  rule 
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and  final  rule  with  comment  period  (76 
FR  42337  through  42338  and  74494 
through  74495,  respectively).  Although 
we  are  not  proposing  any  new  measures 
for  the  ASCQR  Program  in  this  proposed 
rule  as  discussed  below,  we  plan  to 
apply  the  following  principles  in  future 
measure  selection  and  development  for 
the  ASCQR  Program.  These  principles 
were  applied  in  developing  other 
quality  reporting  programs  and  many 
are  the  same  principles  applied  in 
developing  the  ASCQR  Program  last 
year. 

•  Our  overarching  goal  is  to  support 
the  National  Quality  Strategy’s  three- 
part  aim  of  better  health  care  for 
individuals,  better  health  for 
populations,  and  lower  costs  for  health 
care.  The  ASCQR  Program  will  help 
achieve  this  three-part  aim  by  creating 
transparency  around  the  quality  of  care 
at  ASCs  to  support  patient 
decisionmaking  and  quality 
improvement.  More  information 
regarding  the  National  Quality  Strategy 
can  be  found  at: 

http://www.hhs.gov/secretary/about/ 
priorities/ priorities.html  and  http:// 
www.ahrq.gov/workingforquality/.  HHS 
engaged  a  wide  range  of  stakeholders  to 
develop  the  National  Quality  Strategy, 
as  required  by  the  Affordable  Care  Act. 

•  Pay-for-reporting  and  public 
reporting  programs  should  rely  on  a  mix 
of  standards,  process,  outcomes,  and 
patient  experience  of  care  measures. 
Across  all  programs,  we  seek  to  move  as 
quickly  as  possible  to  the  use  of 
primarily  outcome  and  patient 
experience  measures.  To  the  extent 
practicable  and  appropriate,  outcome 
and  patient  experience  measures  should 
be  adjusted  for  risk  or  other  appropriate 
patient  population  or  provider/supplier 
characteristics. 

•  To  the  extent  possible  and 
recognizing  differences  in  payment 
system  maturity  and  statutory 
authorities,  measures  should  be  aligned 
across  public  reporting  and  payment 
systems  under  Medicare  and  Medicaid. 
The  measure  sets  should  evolve  so  that 
they  include  a  focused  core  set  of 
measures  appropriate  to  the  specific 
provider/supplier  category  that  reflects 
the  level  of  care  and  the  most  important 
areas  of  service  and  measures  for  that 
provider/ supplier. 

•  We  weign  the  relevance  and  the 
utility  of  measures  compared  to  the 
burden  on  ASCs  in  submitting  data 
under  the  ASCQR  Program.  The 
collection  of  information  burden  on 
providers  and  suppliers  should  be 
minimized  to  the  extent  possible.  To 
this  end,  we  continuously  seek  to  adopt 
electronic-specified  measures  so  that 
data  can  be  calculated  and  submitted 


via  certified  EHR  technology  with 
minimal  burden.  We  also  seek  to  use 
measures  based  on  alternative  sources  of 
data  that  do  not  require  chart 
abstraction  or  that  use  data  already 
being  reported  by  ASCs. 

•  We  take  into  account  the  views  of 
the  Measure  Application  Partnership 
(MAP).  The  MAP  is  a  public-private 
partnership  convened  by  the  NQF  for 
the  primary  purpose  of  providing  input 
to  HHS  on  selecting  performance 
measures  for  quality  reporting  programs 
and  pay-for-reporting  programs.  The 
MAP  views  patient  safety  as  a  high 
priority  area  and  it  strongly  supports  the 
use  of  NQF-endorsed  safety  measures. 
Accordingly,  we  consider  the  MAP’s 
recommendations  in  selecting  quality 
and  efficiency  measures  (we  refer 
readers  to  the  Web  sites  at:  http:// 
www.qualityforum.org/ 
SettingPriorities/Partnership/ 

Measure  Applications _ 
Partnership.aspx,  and  http:// 
www.qualityforum.org/WorkArea/ 
Iinkit.aspx?LinkIdentifier=id8‘ 
ItemID=69885). 

•  Measures  should  be  developed  with 
the  input  of  providers/suppliers, 
purchasers/payers  and  other 
stakeholders.  Measures  should  be 
aligned  with  best  practices  among  other 
payers  and  the  needs  of  the  end  users 
of  the  measures.  We  take  into  account 
widely  accepted  criteria  established  in 
medical  literature. 

•  HHS  Strategic  Plan  and  Initiatives. 
HHS  is  the  U.S.  Government’s  principal 
agency  for  protecting  the  health  of  all 
Americans.  HHS  accomplishes  its 
mission  through  programs  and 
initiatives.  Every  4  years  HHS  updates 
its  Strategic  Plan  and  measures  its 
progress  in  addressing  specific  national 
problems,  needs,  or  mission-related 
challenges.  The  current  goals  of  the 
HHS  Strategic  Plan  can  be  located  at 
http://www.hhs.gov/about/ 
FY2012budget/strategicplandetaiI.pdf. 

•  CMS  Strategic  Plan.  We  strive  to 
ensure  that  measures  for  different 
Medicare  and  Medicaid  programs  are 
aligned  with  priority  quality  goals,  that 
measure  specifications  are  aligned 
across  settings,  that  outcome  measures 
are  used  whenever  possible,  and  that 
quality  measures  are  collected  from 
EHRs  as  appropriate. 

We  believe  that  ASCs  are  similar  to 
HOPDs,  insofar  as  the  delivery  of 
surgical  and  related  nonsurgical 
services.  Similar  standards  and 
guidelines  can  be  applied  between 
HOPDs  and  ASCs  with  respect  to 
surgical  care  improvement,  because 
many  of  the  same  surgical  procedures 
are  provided  in  both  settings.  Measure 
harmonization  assures  that  comparable 


care  in  these  settings  can  be  evaluated 
in  similar  ways,  which  further  assures 
that  quality  measurement  can  focus 
more  on  the  needs  of  a  patient  with  a 
particular  condition  rather  than  on  the 
specific  program  or  policy  attributes  of 
the  setting  in  which  the  care  is 
provided. 

We  invite  public  comment  on  this 
approach  in  future  measure  selection 
and  development  for  the  ASCQR 
Program. 

2.  ASCQR  Program  Quality  Measures 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74492 
through  74517),  we  finalized  our 
proposal  to  implement  the  ASCQR 
Program  beginning  with  the  CY  2014 
payment  determination  and  adopted 
measures  for  the  CY  2014,  CY  2015,  and 
CY  2016  payment  determinations.  We 
also  finalized  our  policy  to  retain 
measures  from  one  calendar  year 
payment  determination  to  the  next  so 
that  measures  adopted  for  a  previous 
payment  determination  year  would  be 
retained  for  subsequent  payment 
determination  years  (76  FR  74504, 

74509,  and  74510). 

We  adopted  the  following  five  claims- 
based  measures  for  the  CY  2014 
payment  determination  for  services 
furnished  between  October  1,  2012  and 
December  31,  2012:  (1)  Patient  Burns 
(NQF  #0263):  (2)  Patient  Fall  (NQF 
#0266);  (3)  Wrong  Site,  Wrong  Side, 
Wrong  Patient,  Wrong  Procedure, 

Wrong  Implant  (NQF  #0267);  (4) 

Hospital  Transfer/ Admission  (NQF 
#0265);  and  (5)  Prophylactic 
Intravenous  (IV)  Antibiotic  Timing 
(NQF  #0264). 

For  the  CY  2015  payment 
determination,  we  retained  the  five 
claims-based  measures  we  adopted  for 
the  CY  2014  payment  determination  and 
adopted  the  following  two  structural 
measures:  (1)  Safe  Surgery  Checklist 
Use;  and  (2)  ASC  Facility  Volume  Data 
on  Selected  ASC  Surgical  Procedures. 
We  specified  that  reporting  for  the 
structural  measures  would  be  between 
July  1,  2013  and  August  15,  2013,  for 
services  furnished  between  January  1, 
2012  and  December  31,  2012,  using  an 
online  measure  submission  Web  page 
available  at:  https:// 
www.QuaIityNet.org.  We  did  not  specify 
the  data  collection  period  for  the  five 
claims-based  measures  for  the  CY  2015 
payment  determination. 

For  the  CY  2016  payment 
determination,  we  finalized  the 
retention  of  the  seven  measures  ft'om  the 
CY  2015  payment  determination  (five 
claims-based  measures  and  two 
structural  measures)  and  adopted 
Influenza  Vaccination  Coverage  Among 
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Healthcare  Personnel  (NQF  #0431),  a 
process  of  care,  healthcare-associated 
infection  measure.  We  specified  that 
data  collection  for  the  influenza 
vaccination  measure  would  be  via  the 
National  Healthcare  Safety  Network 
from  October  1,  2014  through  March  31, 
2015.  We  did  not  specify  the  data 
collection  period  for  the  claims-based  or 
structural  measures. 

We  stated  that,  to  the  extent  we 
finalize  some  or  all  of  the  measures  for 
future  payment  determination  years,  we 
would  not  be  precluded  from  adopting 
additional  measures  or  changing  the  list 
of  measures  for  future  payment 
determination  years  through  annual 
rulemaking  cycles  so  that  we  may 
address  changes  in  program  needs 
arising  from  new  legislation  or  from 
changes  in  HHS  and  CMS  priorities. 

Considering  the  time  and  effort 
required  for  us  to  develop,  align,  and 
implement  the  infrastructure  necessary 
to  collect  data  on  the  ASCQR  Program 
measures  and  make  payment 
determinations,  and  likewise  the  time 
and  effort  required  on  the  part  of  ASCs 
to  plan  and  prepare  for  quality 
reporting,  at  this  time  we  are  not 
proposing  to  delete  or  add  any  quality 
measures  for  the  ASCQR  Program  for 
the  CY  2014,  CY  2015,  and  CY  2016 
payment  determination  years  or  to 
adopt  quality  measures  for  subsequent 
payment  determination  years.  For 
readers’  reference,  the  following  table 
lists  the  ASCQR  Program  quality 
measures  we  previously  finalized  in  the 
CY  2012  OPPS/ASC  final  rule  with 
comment  period  (76  FR  74504  through 
74511). 

ASC  Program  Measurement  Set 
Adopted  in  Previous  Rulemaking 


ASC-1:  Patient  Burn.* 

ASC-2;  Patient  Fall.* 

ASC-3:  Wrong  Site,  Wrong  Side,  Wrong  Pa¬ 
tient,  Wrong  Procedure,  Wrong  Implant.* 
ASC-4:  Hospital  Transfer/ Admission.* 

ASC-5:  Prophylactic  Intravenous  (IV)  Anti¬ 
biotic  Timing.* 

ASC-6:  Safe  Surgery  Checklist  Use.** 
ASC-7:  ASC  Facility  Volume  Data  on  Se¬ 
lected  ASC  Surgical  Procedures.** 


Procedure 

category 

Corresponding  HCPCS 
Codes. 

Gastro- 

40000  through  49999, 

intestinal. 

G0104,  G0105,  G0121, 
C9716,  C9724,  C9725, 
and  0170T. 

Eye . 

65000  through  68999, 

G0186,  0124T,  0099T, 

001 7T,  001 6T,  0123T, 
0100T,  0176T,  0177T, 
0186T,  0190T,  0191T, 
0192T,  76510,  and  0099T. 

ASC  Program  Measurement  Set 
Adopted  in  Previous  Rule- 
making — Continued 


Nervous  Sys- 

61000  through  64999, 

tern. 

G0260,  0027T,  021 3T, 

021 4T,  021 5T,  021 6T, 

021 7T,  021 8T,  and  0062T. 

Musculo- 

20000  through  29999, 

skeletal. 

0101T,  0102T,  0062T, 
0200T,  and  0201 T. 

Skin  . 

10000  through  19999, 

G0247,  0046T,  0268T, 
G0127,  C9726.  and 

C9727. 

Genitourinary 

50000  through  58999, 

0193T,  and  58805. 

ASC-8:  Influenza  Vaccination  Coverage 
among  Healthcare  Personnel.*** 


*New  measure  for  the  CY  2014  payment 
determination. 

**New  measure  for  the  CY  2015  payment 
determination. 

***New  measure  for  the  CY  2016  payment 
determination. 

3.  ASC  Measure  Topics  for  Future 
Consideration 

We  seek  to  develop  a  comprehensive 
set  of  quality  measures  to  be  available 
for  widespread  use  for  informed 
decision-making  and  quality 
improvement  in  the  ASC  setting. 
Therefore,  through  future  rulemaking, 
we  intend  to  propose  new  measures 
consistent  with  the  principles  discussed 
in  section  XVI.B.l.  of  this  proposed 
rule,  in  order  to  select  measures  that 
address  clinical  quality  of  care,  patient 
safety,  and  patient  and  caregiver 
experience  of  care.  We  invite  public 
comment  specifically  on  the  inclusion 
of  procedure-specific  measures  for 
cataract  surgery,  colonoscopy, 
endoscopy,  and  for  anesthesia-related 
complications  in  the  ASCQR  Program 
measure  set. 

4.  Clarification  Regarding  the  Process 
for  Upd3ting  ASCQR  Program  Quality 
Measures 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  finalized  our 
proposal  to  follow  the  same  process  for 
updating  the  ASCQR  Program  measures 
that  we  adopted  for  the  Hospital  OQR 
Program  measures  (76  FR  74513  through 
74514).  This  process  includes  the  same 
subregulatory  process  for  the  ASCQR 
Program  as  used  for  the  Hospital  OQR 
Program  for  updating  measures, 
including  issuing  regular  manual 
releases  at  6-month  intervals,  providing 
addenda  as  necessary,  and  providing  at 
least  3  months  of  advance  notice  for 
nonsubstantive  changes  such  as  changes 
to  ICD-9-CM,  CPT,  NUBC,  and  HCPCS 
codes,  and  at  least  6  months’  notice  for 
substantive  changes  to  data  elements 
that  would  require  significant  systems 


changes.  We  provided  a  citation  to  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  where  the  final 
Hospital  OQR  Program  policies  are 
discussed  (73  FR  68766  through  68767). 

In  examining  last  year’s  finalized 
policy  for  the  ASCQR  Program,  we 
recognize  that  we  may  need  to  provide 
additional  clarification  of  the  ASCQR 
Program  policy  in  the  context  of  the 
previously  finalized  Hospital  OQR 
Program  policy  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68766  through  68767).  Therefore,  in 
this  proposed  rule,  we  seek  to  more 
clearly  articulate  the  policy  that  we 
adopted  for  the  ASCQR  Program,  which 
is  the  same  policy  that  has  been  adopted 
for  the  Hospital  OQR  Program. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68766 
through  68767),  we  established  a 
subregulatory  process  for  making 
updates  to  the  measures  we  have 
adopted  for  the  Hospital  OQR  Program. 
This  process  is  necessary  so  that  the 
Hospital  OQR  measures  are  calculated 
based  on  the  most  up-to-date  scientific 
evidence  and  consensus  standards. 
Under  this  process,  when  a  national 
consensus  building  entity  updates  the 
specifications  for  a  measure  that  we 
have  adopted  for  the  Hospital  OQR 
Program,  we  update  our  specifications 
for  that  measure  accordingly  and 
provide  notice  as  described  above  and 
in  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74514).  An 
example  of  such  an  entity  is  the  NQF. 

For  measures  that  are  not  endorsed  by 
a  national  consensus  building  entity,  the 
subregulatory  process  is  based  on 
scientific  advances  as  determined 
necessary  by  CMS,  in  part,  through  our 
measure  maintenance  process  involving 
Technical  Expert  Panels  (73  FR  68767). 
We  invite  public  comment  on  this 
clarification  of  the  finalized  ASCQR 
Program  policy  of  using  a  subregulatory 
process  to  update  measures. 

C.  Proposed  Requirements  for  Reporting 
of  ASC  Quality  Data 

1.  Form,  Manner,  and  Timing  for 
Claims-Based  Measures  for  the  CY  2014 
Payment  Determination  and  Subsequent 
Payment  Determination  Years 

a.  Background 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  adopted 
claims-based  measures  for  the  CY  2014, 
CY  2015,  and  CY  2016  payment 
determination  years  (76  FR  74504 
through  74511).  We  also  finalized  that, 
to  be  eligible  for  the  full  CY  2014  ASC 
annual  payment  update,  an  ASC  must 
submit  complete  data  on  individual 
quality  measures  through  a  claims-based 
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reporting  mechanism  by  submitting  the 
appropriate  QDCs  on  the  ASC’s 
Medicare  claims  (76  FR  74515  through 
74516).  As  stated  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74516),  ASCs  will  add  the 
appropriate  QDCs  on  their  Medicare 
Part  B  claims  forms,  the  Form  CMS- 
1500s  submitted  for  payment,  to  submit 
the  applicable  quality  data.  A  listing  of 
the  QDCs  with  long  and  short 
descriptors  is  available  in  Transmittal 
2425,  Change  Request  7754  released 
March  16,  2012  {http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/ASCPayment/ASC- 
TransmittaIs-Items/ASC-CR7754- 
R2425CP.html).  Details  on  how  to  use 
these  codes  for  submitting  numerators 
and  denominator  information  are 
available  in  the  ASCQR  Program 
Specifications  Manual  located  on  the 
QualityNet  Web  site  {https:// 
www.QuaIityNet.org].  We  also  finalized 
the  data  collection  period  for  the  CY 
2014  payment  determination,  as  the 
Medicare  fee-for-service  ASC  claims 
submitted  for  services  furnished 
between  October  1,  2012  and  December 
31,  2012.  We  did  not  finalize  a  date  by 
which  claims  would  be  processed  to  be 
considered  for  the  CY  2014  payment 
determination. 

In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28104),  we 
proposed  that  claims  for  services 
furnished  between  October  1,  2012  and 
December  31,  2012,  would  have  to  be 
paid  by  the  administrative  contractor  by 
April  30,  2013  to  be  included  in  the  data 
used  for  the  CY  2014  payment 
determination.  We  believe  that  this 
claim  paid  date  would  allow  ASCs 
sufficient  time  to  submit  claims  while 
allowing  sufficient  time  for  CMS  to 
complete  required  data  analysis  and 
processing  to  make  payment 
determinations  and  to  supply  this 
information  to  administrative 
contractors.  We  did  not  finalize  a  data 
collection  and  processing  period  for  the 
CY  2015  payment  determination,  but 
stated  our  intention  to  do  so  in  this 
proposed  rule  (77  FR  28104). 

b.  Proposals  Regarding  Form,  Manner, 

»  and  Timing  for  Claims-Based  Measures 
for  the  CY  2015  Payment  Determination 
and  Subsequent  Payment  Determination 
Years 

We  are  proposing  that,  for  the  CY 
2015  payment  determination  and 
subsequent  payment  determination 
years,  an  ASC  must  submit  complete 
data  on  individual  quality  claims-based 
measures  through  a  claims-based 
reporting  mechanism  by  submitting  the 
appropriate  QDCs  on  the  ASC’s 
Medicare  claims.  We  are  proposing  that 


the  data  collection  period  for  such 
claims-based  measures  will  be  for  the 
calendar  year  2  years  prior  to  a  payment 
determination.  We  also  are  proposing 
that  the  claims  for  services  furnished  in 
each  calendar  year  would  have  to  be 
paid  by  the  administrative  contractor  by 
April  30  of  the  following  year  of  the 
ending  data  collection  time  period  to  be 
included  in  the  data  used  for  the 
payment  determination.  Thus,  for 
example,  for  the  CY  2015  payment 
determination,  we  are  proposing  the 
data  collection  period  to  be  claims  for 
services  furnished  in  CY  2013  (January 

1,  2013  through  December  31,  2013) 
which  are  paid  by  the  administrative 
contractor  by  April  30,  2014.  We  believe 
that  this  claim  paid  date  would  allow 
ASCs  sufficient  time  to  submit  claims 
while  allowing  sufficient  time  for  CMS 
to  complete  required  data  analysis  and 
processing  to  make  payment 
determinations  and  to  supply  this 
information  to  administrative 
contractors.  We  invite  public  comment 
on  these  proposals. 

2.  Data  Completeness  and  Minimum 
Threshold  for  Claims-Based  Measures 
Using  QDCs 

a.  Background 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74516),  we 
finalized  our  proposal  that  data 
completeness  for  claims-based  measures 
for  the  CY  2014  payment  determination 
be  determined  by  comparing  the 
number  of  claims  meeting  measure 
specifications  that  contain  the 
appropriate  QDCs  with  the  number  of 
claims  that  would  meet  measure 
specifications  but  did  not  have  the 
appropriate  QDCs  on  the  submitted 
claims.  In  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28104),  we' 
proposed,  for  the  CY  2014  and  CY  2015 
payment  determination  years,  that  the 
minimum  threshold  for  successful 
reporting  be  that  at  least  50  percent  of 
claims  meeting  measure  specifications 
contain  QDCs.  We  believe  50  percent  is 
a  reasonable  minimum  threshold  based 
upon  the  considerations  discussed 
above  for  the  initial  implementation 
years  of  the  ASCQR  Program.  We  stated 
in  the  proposed  rule  that  we  intend  to 
propose  to  increase  this  percentage  for 
subsequent  payment  determination 
years  as  ASCs  become  more  familiar 
with  reporting  requirements  for  this 
quality  data  reporting  program. 


b.  Proposed  Data  Completeness 
Requirements  for  the  CY  2015  Payment 
Determination  and  Subsequent  Payment 
Determination  Years 

After  publication  of  the  FY  2013 
IPPS/LTCH  PPS  proposed  rule  (77  FR 
28101  through  28105),  we  realized  that 
we  did  not  propose  a  methodology  for 
determining  data  completeness  for  the 
CY  2015  payment  determination  and 
subsequent  payment  determination 
years.  Therefore,  we  are  proposing  that 
data  completeness  for  claims-based 
measures  for  the  CY  2015  payment 
determination  and  subsequent  payment 
determination  years  be  determined  by 
comparing  the  number  of  Medicare 
claims  (where  Medicare  is  the  primary 
or  secondary  payer)  meeting  measure 
specifications  that  contain  the 
appropriate  QDCs  with  the  number  of 
Medicare  claims  (where  Medicare  is  the 
primary  or  secondary  payer)  that  would 
meet  measure  specifications,  but  did  not 
have  the  appropriate  QDCs  on  the 
submitted  claims  for  the  CY  2015 
payment  determination  and  subsequent 
payment  determination  years.  This  is 
the  same  method  for  determining  data 
completeness  for  claims-based  measures 
that  was  finalized  in  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74516)  for  the  CY  2014  payment 
determination.  We  note  that  the  claims 
we  use  include  claims  where  Medicare 
is  either  the  primary  or  secondary 
payor.  We  invite  public  comment  on 
this  proposal. 

D.  Proposed  Payment  Reduction  for 
ASCs  That  Fail  To  Meet  the  ASCQR 
Program  Requirements 

1.  Statutory  Background 

Section  1833(i)(2)(D)(iv)  of  the  Act 
states  that  the  Secretary  may  implement 
the  revised  ASC  payment  system  “in  a 
manner  so  as  to  provide  for  a  reduction 
in  any  annual  update  for  failure  to 
report  on  quality  measures  in 
accordance  with  paragraph  (7).’’ 
Paragraph  (7)  contains  subparagraphs 
(A)  and  (B).  Subparagraph  (A)  of 
paragraph  (7)  states  the  Secretary  may 
provide  that  an  ASC  that  does  not 
submit  “data  required  to  be  submitted 
on  measures  selected  under  this 
paragraph  with  respect  to  a  year”  to  the 
Secretary  in  accordance  with  this 
paragraph  will  incur  a  2.0  percentage 
point  reduction  to  any  annual  increase 
provided  under  the  revised  ASC 
payment  system  for  such  year.  It  also 
specifies  that  this  reduction  applies 
only  with  respect  to  the  year  involved 
and  will  not  be  taken  into  account  in 
computing  any  annual  increase  factor 
for  a  subsequent  year.  Subparagraph  (B) 
of  paragraph  (7)  makes  many  of  the 
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provisions  of  the  Hospital  OQR  Program 
applicable  to  the  ASCQR  Program 
“[elxcept  as  the  Secretary  may 
otherwise  provide.”  Finally,  section 
1833(i)(2)(D)(v)  of  the  Act  states  that,  in 
implementing  the  revised  ASC  payment 
system  for  2011  and  each  subsequent 
year,  “any  annual  update  under  such 
system  for  the  year,  after  application  of 
clause  (iv)  [regarding  the  reduction  in 
the  annual  update  for  failure  to  report 
on  quality  measures]  shall  be  reduced 
by  the  productivity  adjustment 
described  in  section 
1886(b)(3)(B)(xi)(II).”  Section 
1833(i)(2)(D)(v)  of  the  Act  also  states 
that  the  “application  of  the  preceding 
sentence  may  result  in  such  update 
being  less  than  0.0  for  a  year,  and  may 
result  in  payment  rates  under  the 
[revised  ASC  payment  system]  for  a  year 
being  less  than  such  payment  rates  for 
the  preceding  year.” 

2.  Proposed  Reduction  to  the  ASC 
Payment  Rates  for  ASCs  That  Fail  To 
Meet  the  ASCQR  Program  Requirements 
for  the  CY  2014  Payment  Determination 
and  Subsequent  Payment  Determination 
Years 

The  national  unadjusted  payment 
rates  for  many  services  paid  under  the 
ASC  payment  system  equal  the  product 
of  the  ASC  conversion  factor  and  the 
scaled  relative  payment  weight  for  the 
APC  to  which  the  service  is  assigned. 
Currently,  the  ASC  conversion  factor  is 
equal  to  the  conversion  factor  calculated 
for  the  previous  year  updated  by  the 
MFP-adjusted  CPI-U  update  factor, 
which  is  the  adjustment  set  forth  in 
section  1833(i)(2)(D)(v)  of  the  Act.  The 
MFP-adjusted  CPI-U  update  factor  is 
the  Consumer  Price  Index  for  all  urban 
consumers  (CPI-U),  which  currently  is 
the  annual  update  for  the  ASC  payment 
system,  minus  the  MFP  adjustment.  As 
discussed  in  the  CY  2011  MPFS  final 
rule  with  comment  period  (75  FR 
73397),  if  the  CPI-U  is  a  negative 
number,  the  CPI-U  would  be  held  to 
zero.  Under  the  ASCQR  Program,  any 
annual  update  would  be  reduced  by  2.0 
percentage  points  for  ASCs  that  fail  to 
meet  the  reporting  requirements  of  the 
ASCQR  Program.  This  reduction  would 
apply  beginning  with  the  CY  2014 
payment  rates.  For  a  complete 
discussion  of  the  calculation  of  the  ASC 
conversion  factor,  we  refer  readers  to 
section  XIV.H.  of  this  proposed  rule. 

To  implement  the  requirement  to 
reduce  the  annual  update  for  ASCs  that 
fail  to  meet  the  ASCQR  Program 
requirements,  we  are  proposing  that  we 
would  calculate  two  conversion  factors: 
A  full  update  conversion  factor  and  an 
ASCQR  Program  reduced  update 
conversion  factor.  We  are  proposing  to 


calculate  the  reduced  national 
unadjusted  payment  rates  using  the 
ASCQR  Program  reduced  update 
conversion  factor  that  would  apply  to 
ASCs  that  fail  to  meet  their  quality 
reporting  requirements  for  that  calendar 
year  payment  determination.  We  are 
proposing  that  application  of  the  2.0 
percentage  point  reduction  to  the 
annual  update  may  result  in  the  update 
to  the  ASC  payment  system  being  less 
than  zero  prior  to  the  application  of  the 
MFP  adjustment. 

The  ASC  conversion  factor  is  used  to 
calculate  the  ASC  payment  rate  for 
services  with  the  following  payment 
indicators  (listed  in  Addenda  AA  and 
BB  to  this  proposed  rule,  which  are 
available  via  the  Internet  on  the  CMS 
Web  site):  “A2,”  “G2,”  “P2,”  “R2,” 

“Z2,”  as  well  as  the  service  portion  of 
device  intensive  procedures  identified 
by  “J8.”  We  are  proposing  that  payment 
for  all  services  assigned  the  payment 
indicators  listed  above  would  be  subject 
to  the  reduction  of  the  national 
unadjusted  payment  rales  for  applicable 
ASCs  using  the  ASCQR  Program 
reduced  update  conversion  factor. 

The  conversion  factor  is  not  used  to 
calculate  the  ASC  payment  rates  for 
separately  payable  services  that  are 
assigned  status  indicators  other  than 
payment  indicators  “A2,”  “G2,”  “J8,” 
“P2,”  “R2,”  and  “Z2.”  These  services 
include  separately  payable  drugs  and 
biologicals,  pass-through  devices  that 
are  contractor-priced,  brachytherapy 
sources  that  are  paid  based  on  the  (DPPS 
payment  rates,  and  certain  office-based 
procedures  and  radiology  services 
where  payment  is  based  on  the  MPFS 
PE  RVU  amount  and  a  few  other  specific 
services  that  receive  cost-based 
payment.  As  a  result,  we  also  are 
proposing  that  the  ASC  payment  rates 
for  these  services  would  not  be  reduced 
for  failure  to  meet  the  ASCQR  Program 
requirements  because  the  payment  rates 
for  these  services  are  not  calculated 
using  the  ASC  conversion  factor  and, 
therefore,  not  affected  by  reductions  to 
the  annual  update. 

Office-based  surgical  procedures 
(performed  more  than  50  percent  of  the 
time  in  physicians’  offices)  and 
separately  paid  radiology  services 
(excluding  covered  ancillary  radiology 
services  involving  certain  nuclear 
medicine  procedures  or  involving  the 
use  of  contrast  agents,  as  discussed  in 
section  XIV.D.2.b.  of  this  proposed  rule) 
are  paid  at  the  lesser  of  the  MPFS  non¬ 
facility  PE  RVU-based  amounts  and  the 
standard  ASC  ratesetting  methodology. 
We  are  proposing  that  the  standard  ASC 
ratesetting  methodology  for  this 
comparison  would  use  the  ASC 
conversion  factor  that  has  been 


calculated  using  the  full  ASC  update 
adjusted  for  productivity.  This  is 
necessary  so  that  the  resulting  ASC 
payment  indicator,  based  on  the 
comparison,  assigned  to  an  office-based 
or  radiology  procedure  is  consistent  for 
each  HCPCS  code  regardless  of  whether 
payment  is  based  on  the  full  update 
conversion  factor  or  the  reduced  update 
conversion  factor. 

For  ASCs  that'receive  the  reduced 
ASC  payment  for  failure  to  meet  the 
ASCQR  Program  requirements,  we 
believe  that  it  is  both  equitable  and 
appropriate  that  a  reduction  ip  the 
payment  for  a  service  should  result  in 
proportionately  reduced  copa3rment 
liability  for  beneficiaries.  Therefore,  we 
are  proposing  that  the  Medicare 
beneficiary’s  national  unadjusted 
copayment  for  a  service  to  which  a 
reduced  national  unadjusted  payment 
rate  applies  would  be  based  on  the 
reduced  national  unadjusted  payment 
rate. 

We  are  proposing  that  all  other 
applicable  adjustments  to  the  ASC 
national  unadjusted  payment  rates 
would  apply  in  those  cases  when  the 
annual  update  is  reduced  for  ASCs  that 
fail  to  meet  the  requirements  of  the 
ASCQR  Program.  For  example,  the 
following  standard  adjustments  would 
apply  to  the  reduced  national 
unadjusted  payment  rates:  The  wage 
index  adjustment,  the  multiple 
procedure  adjustment,  the  interrupted 
procedure  adjustment,  and  the 
adjustment  for  devices  furnished  with 
full  or  partial  credit  or  without  cost.  We 
believe  that  these  adjustments  continue 
to  be  equally  applicable  to  payment  for 
ASCs  that  do  not  meet  the  ASCQR 
Program  requirements. 

We  invite  public  comment  on  these 
proposals. 

XVII.  Proposed  Inpatient  Rehabilitation 
Facility  (IRF)  Quality  Reporting 
Program  Updates 

A.  Overview 

In  accordance  with  section  1886(j)(7) 
of  the  Act,  as  added  by  section  3004  of 
the  Affordable  Care  Act,  the  Secretary 
established  a  quality  reporting  program 
(QRP)  for  Inpatient  Rehabilitation 
Facilities  (IRFs).  The  IRF  Quality 
Reporting  Program  (IRF  QRP)  was 
implemented  in  the  FY  2012  IRF  PPS 
final  rule  (76  FR  47836).  We  refer 
readers  to  the  FY  2012  IRF  PPS  final 
rule  (76  FR  47873  through  47883)  for  a 
detailed  discussion  on  the  background 
and  statutory  authority  for  the  IRF  QRP. 

In  this  proposed  rule,  we  are 
proposing  to:  (1)  Adopt  updates  on  a 
previously  adopted  measure  for  the  IRF 
QRP  that  will  affect  annual  prospective 
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payment  amounts  in  FY  2014;  (2)  adopt 
a  policy  that  would  provide  that  any 
measure  that  has  been  adopted  for  use 
in  the  IRF  QRP  will  remain  in  effect 
until  the  measure  is  actively  removed, 
suspended,  or  replaced;  and  (3)  adopt 
policies  regarding  when  notice-and- 
comment  rulemaking  will  be  used  to 
update  existing  IRF  QRP  measures. 

While  we  generally  would  expect  to 
publish  IRF  QRIJ  proposals  in  the 
annual  IRF  Prospective  Payment  System 
(PPS)  rule,  there  are  no  proposals  for 
substantive  changes  to  the  IRF  PPS  this 
year,  so  we  are  only  publishing  an 
update  notice.  Because  full  notice-and- 
comment  rulemaking  is  required  for 
what  we  are  proposing  for  the  IRF  QRP, 
we  needed  to  identify  an  appropriate 
rulemaking  process  in  which  we  could 
insert  our  IRF  QRP  proposals.  As  this 
proposed  rule  was  already  scheduled  to 
include  additional  pay-for-reporting 
proposals  for  the  Hospital  OQR  Program 
and  quality  reporting  requirements  for 
the  ASCQR  Program,  it  offered  an 
opportunity  to  allow  the  public  to 
review  all  three  quality  programs’ 
proposals  in  concert  with  one  another  in 
a  timeframe  that  would  be  appropriate 
for  implementing  these  IRF  QRP 
proposals  in  time  for  the  FY  2014  IRF 
PPS  payment  cycle.  Therefore,  we 
elected  to  include  the  IRF  QRP 
proposals  in  this  CY  2013  OPPS/ASC 
proposed  rule. 

B.  Updates  to  IRF  QRP  Measures  Which 
Are  Made  as  a  Result  of  Review  by  the 
NQF  Process 

Section  1886(j)(7)  of  the  Act  generally 
requires  the  Secretary  to  adopt  measures 
that  have  been  endorsed  by  the  entity 
with  a  contract  under  section  1890(a)  of 
the  Act.  This  contract  is  currently  held 
by  the  NQF.  The  NQF  is  a  voluntary 
consensus  standard-setting  organization 
with  a  diverse  representation  of 
consumer,  purchaser,  provider, 
academic,  clinical,  and  other  health  care 
stakeholder  organizations.  The  NQF  was 
established  to  standardize  health  care 
quality  measurement  and  reporting 
through  its  consensus  development 
process.2 

The  NQF  undertakes  to:  (1)  Review 
new  quality  measures  and  national 
consensus  standards  for  measuring  and 
publicly  reporting  on  performance;  (2) 
provide"  for  annual  measure 
maintenance  updates  to  be  submitted  by 
the  measure  steward  for  endorsed 
quality  measures;  (3)  provide  for 
measure  maintenance  endorsement  on  a 


^  For  more  information  about  the  NQF  Consensus 
Development  Process,  we  refer  readers  to  the  Web 
site  at;  http://www.qualityforuin.org/ 
Measuring_Performance/Maintenance_of_NQF- 
Endorsed%C2%AE_Performance_Measures.aspx). 


3-year  cycle;(4)  conduct  a  required 
follow-up  review  of  measures  with  time 
limited  endorsement  for  consideration 
of  full  endorsement;  and  (5)  conduct  ad 
hoc  review  of  endorsed  quality 
measures,  practices,  consensus 
standards,  or  events  when  there  is 
adequate  justification  for  a  review.^  In 
the  normal  course  of  measure 
maintenance,  the  NQF  solicits 
information  ft'om  measure  stewards  for 
annual  reviews  and  in  order  to  review 
measures  for  continued  endorsement  in 
a  specific  3-year  cycle.  In  this  measure 
maintenance  process,  the  measure 
steward  is  responsible  for  updating  and 
maintaining  the  currency  and  relevance 
of  the  measure  and  for  confirming 
existing  specifications  to  the  NQF  on  an 
annual  basis."*  As  part  of  the  ad  hoc 
review  process,  the  ad  hoc  review 
requester  and  the  measure  steward  are 
responsible  for  submitting  evidence  for 
review  by  a  NQF  Technical  Expert  panel 
which,  in  turn,  provides  input  to  the 
Consensus  Standards  Approval 
Committee  which  then  makes  a  decision 
on  endorsement  status  and/or 
specification  changes  for  the  measure, 
practice,  or  event. 

Through  the  NQF’s  measure 
maintenance  process,  the  NQF-endorsed 
measures  are  sometimes  updated  to 
incorporate  changes  that  we  believe  do 
not  substantially  change  the  nature  of 
the  measure.  Examples  of  such  changes 
could  be  updated  diagnosis  or 
procedure  codes,  changes  to  exclusions 
to  the  patient  population,  definitions,  or 
extension  of  the  measure  endorsement 
to  apply  to  other  settings.  We  believe 
these  types  of  maintenance  changes  ene 
distinct  ft’om  more  substantive  changes 
to  measures  that  result  in  what  can  be 
considered  new  or  different  measures, 
and  that  they  do  not  trigger  the  same 
agency  obligations  under  the 
Administrative  Procedure  Act. 

We  are  proposing  that,  if  the  NQF 
updates  an  endorsed  measure  that  we 
have  adopted  for  the  IRF  QRP  in  a 
manner  that  we  consider  to  not 
substantially  change  the  nature  of  the 
measure,  we  would  use  a  subregulatory 
process  to  incorporate  those  updates  to ' 
the  measure  specifications  that  apply  to 
the  program.  Specifically,  we  would 
revise  the  information  that  is  posted  on 
the  CMS  IRF  QRP  Web  site  at:  http:// 


*  For  more  information  about  the  NFQ  Ad  Hoc 
Review  process,  we  refer  readers  to  the  Web  site  at: 
http://www.qualityforum.org/PTojects/ab/ 
Ad_Hoc_Reviews/CMS/Ad_Hoc_Reviews- 
CMS.aspx). 

*  For  more  information  about  the  NQF  Measure 
Maintenance  process,  we  refer  readers  to  the  NQF 
Web  site  at:  http://www.qualityforum.org/ 
Measuring_PerfoTmance/lmproving_NQF_PTOcess/ 
Process _Assessment_Measure_Maintenance.aspx. 


www.cms.gov/IRF-QuaIity-Reporting/  so 
that  it  clearly  identifies  the  updates  and 
provides  links  to  where  additional 
information  on  the  updates  can  be 
found.  In  addition,  we  would  refer  IRFs 
to  the  NQF  Web  site  for  the  most  up-to- 
date  information  about  the  quality 
measures  {bttp://www.quaIityforum. 
org/).  We  would  provide  sufficient  lead 
time  for  IRFs  to  implement  the  changes 
where  changes  to  the  data  collection 
systems  would  be  necessary. 

We  would  continue  to  use  the 
rulemaking  process  to  adopt  changes  to 
measures  that  we  consider  to 
substantially  change  the  nature  of  the 
measure.  We  believe  that  our  proposal 
adequately  balances  our  need  to 
incorporate  NQF  updates  to  NQF- 
endorsed  IRF  QRP  measures  in  the  most 
expeditious  manner  possible,  while 
preserving  the  public’s  ability  to 
comment  on  updates  to  measures  that  so 
fundamentally  change  an  endorsed 
measure  that  it  is  no  longer  the  same 
measure  that  we  originally  adopted.  We 
note  that,  in  the  FY  2013  IPPS/LTCH 
PPS  proposed  rule  (77  FR  27870),  we 
proposed  a  similar  policy  for  the 
Hospital  IQR  Program,  the  PPS  Cancer 
Exempt  Hospital  (PCH)  Quality 
Reporting  Program;  the  Long-Term  Care 
Hospital  Quality  Reporting  (LTCHQR) 
Program,  and  the  Inpatient  Psychiatric 
Facility  (IPF)  Quality  Reporting 
Program. 

C.  Proposed  Process  for  Retention  of  IRF 
Quality  Measures  Adopted  in  Previous 
Fiscal  Year  Rulemaking  Cycles 

We  expect  that  the  measures  that  we 
adopt  for  purposes  of  the  IRF  QRP  will 
remain  current  and  useful  for  a  number 
of  years  after  their  initial  adoption, 
while  we  could  elect  to  adopt  measures 
for  each  fiscal  year’s  payment 
determinations,  we  believe  that  it  would 
be  easier  for  all  concerned  if  we  adopt 
the  measures  in  perpetuity  with  an 
expectation  that  we  will  propose  to 
remove,  suspend  or  replace  them 
through  future  rulemaking  if  necessary. 
Therefore,  for  the  purpose  of 
streamlining  the  rulemaking  process,  we 
are  proposing  that  when  we  initially 
adopt  a  measure  for  the  IRF  QRP  for  a 
payment  determination,  this  measure 
will  be  automatically  adopted  for  all 
subsequent  fiscal  year  payment 
determinations  or  until  such  time  as  we 
might  propose  and  finalize  its  removal, 
suspension,  or  replacement. 

Quality  measures  may  be  considered 
for  removal  by  CMS  if:  (1)  Measure 
performance  among  IRFs  is  so  high  and 
unvarying  that  meaningful  distinctions 
in  improvements  in  performance  can  no 
longer  be  made;  (2)  performance  or 
improvement  on  a  measure  does  not 
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result  in  better  patient  outcomes;  (3)  a 
measure  does  not  align  with  current 
clinical  guidelines  or  practice;  (4)  a 
more  broadly  applicable  measure 
(across  settings,  populations,  or 
conditions)  for  the  particular  topic  is 
available;  (5)  a  measure  that  is  more 
proximal  in  time  to  desired  patient 
outcomes  for  the  particular  topic  is 
available;  (6)  if  a  measure  that  is  more 
strongly  associated  with  desired  patient 
outcomes  for  the  particular  topic 
becomes  available;  or  (7)  collection  or 
public  reporting  of  a  measure  leads  to 
negative  unintended  consequences. 

For  any  such  removal,  the  public  will 
generally  be  given  an  opportunity  to 
comment  through  the  annual 
rulemaking  process.  However,  if  there  is 
reason  to  believe  continued  data 
collection  of  a  measure  raises  potential 
safety  concerns,  we  will  take  immediate 
action  to  remove  the  measure  from  IRF 
QRP  arid  not  wait  for  the  annual 
rulemaking  cycle.  Such  measures  will 
be  promptly  removed  with  IRFs  and  the 
public  being  immediately  notified  of 
such  a  decision  through  the  usual  IRF 
QRP  communication  channels, 
including  listening  session,  memos, 
email  notification,  and  Web  postings.  In 
such  instances,  the  removal  of  a 
measure  will  also  be  formally 
announced  in  the  next  annual 
rulemaking  cycle.  We  are  inviting 
public  comment  on  our  proposal  that 
once  a  quality  measure  is  adopted,  it  is 
retained  for  use  in  the  subsequent  fiscal 
year  payment  determinations  unless 
otherwise  stated. 

We  are  proposing  to  apply  this 
principle  to  the  two  measures  that  were 
selected  for  use  in  the  IRF  QRP 
beginning  on  October  1,  2012.  These 
adopted  measures  are:  (1)  Catheter- 
Associated  Urinary  Tract  Infection 
(CAUTI)  Outcome  Measure  (NQF 
#0138),^  and  (2)  Percent  of  Residents 
with  Pressure  Ulcers  that  Are  New  or 
Worsened  (NQF  #0678). 

We  invite  public  comment  on  our 
proposal  to  apply  the  principle  of 
retention  of  the  two  above-stated  quality 
measures  that  were  adopted  for  use  in 

®  The  CAUTI  measure  that  was  adopted  in  the  FY 
2012  IRF  PPS  final  rule  dated  August  5,  2011  was 
titled  "Urinary  Catheter-Associated  Urinary  Tract 
Infection  [CAUTI]  Rate  Per  1,000  Urinary  Catheter 
Days  for  ICU  patients.”  However,  this  measure  was 
submitted  by  the  CDC  (measure  steward)  to  the 
NQF  for  a  measure  maintenance  review.  As  part  of 
their  NQF  submission,  the  CDC  asked  for  changes 
to  the  measure,  including  expansion  of  the  scope 
of  the  measure  to  non-ICU  settings,  including  IRFs. 
The  NQF  approved  the  CDC’s  request  on  January 
12,  2012.  Due  to  the  changes  that  were  made  to  the 
measure,  the  CDC  believed  that  it  was  appropriate 
that  the  measure  title  be  changed.  This  measure  is 
now  titled  “National  Health  Safety  Network 
(NHSN)  Catheter  Associated  Urinary  Tract  Infection 
(CAUTI)  Outcome  Measure.” 


the  IRF  QRP  in  the  FY  2012  IRF  PPS 
final  rule  (76  FR  47874  through  47878). 
Likewise,  we  invite  public  comment  on 
our  proposed  use  of  the  process,  as 
stated  above,  for  retention  of  future  IRF 
QRP  quality  measures  after  adoption 
into  the  IRF  QRP. 

D.  Adopted  Measures  for  the  FY  2014 
Payment  Determination 

We  have  previously  identified  the 
measurement  of  pressure  ulcers  and  the 
prevalence  of  urinary  tract  infections 
(UTI)  as  two  critical  areas  for  quality 
measurement  under  the  IRF  QRP.  While 
section  1886(j)(7)  of  the  Act  generally 
requires  the  adoption  of  endorsed 
measures,  there  were  no  NQF-endorsed 
measures  for  the  two  desired  areas  in 
the  IRF  context  at  the  time  CMS  was 
conducting  its  rulemaking.  As  section 
1886(j)(7)(D)(ii)  of  the  Act  authorizes  the 
use  of  measures  that  are  not  endorsed 
when  there  are  no  feasible  and 
practicable  endorsed  options,  in  the  FY 
2012  IRF  PPS  final  rule  (76  FR  47874 
through  47876),  we  adopted 
applications  of  an  NQF-endorsed 
pressure  ulcer  measure  that  had  been 
endorsed  for  use  in  skilled  nursing 
facilities  JNQF  #678)  and  a  CDC 
measure,  the  CDC’s  Urinary  Catheter 
Associated  Urinary  Tract  Infection 
[CAUTI]  rate  per  1 ,  000  urinary  catheter 
days,  for  Intensive  Care  Unit  [ICU] 
Patients  (NQF  #0138),  that  had  NQF 
endorsement  for  use  in  intensive  care 
settings  of  hospitals. 

1.  Clarification  Regarding  Existing  IRF 
Quality  Measures  That  Have  Undergone 
Changes  During  NQF  Measure 
Maintenance  Processes 

In  the  FY  2012  IRF  PPS  final  rule  (76 
FR  47874  through  47876),  we  used  the 
endorsement  exception  authority  under 
section  1886(j)(7)(D)(ii)  of  the  Act.  This 
authority  permitted  us  to  adopt  the 
Urinary  Catheter-Associated  Urinary 
Tract  Infection  [CAUTI]  rate  per  1,  000 
urinary  catheter  days,  for  Intensive  Care 
Unit  [ICU]  Patients  measure  (NQF 
#0138).  We  chose  to  adopt  this  measure 
because  there  was  no  NQF-endorsed 
CAUTI  measure  available  to  assess  the 
prevalence  of  urinary  catheter- 
associated  urinary  tract  infection 
[CAUTI]  rates  in  the  IRF  setting. 

As  stated  in  section  XVII.C.  of  this 
proposed  rule,  the  CAUTi  measure 
steward,  the  CDC,  submitted  the  CAUTI 
Measure  to  NQF  for  a  scheduled 
measure  maintenance  review  in  late 
2011.  At  that  time  the  CDC  also  filed  a 
request  to  expand  the  CAUTI  measure  to 
non-ICU  settings,  including  IRFs.  The 
NQF  granted  the  CDC’s  request  for  an 
expansion  of  the  scope  of  endorsement 
of  the  CAUTI  measure  to  additional 


non-ICU  care  settings,  including 
“rehabilitation  hospitals.”  The  NQF 
defined  the  term  “rehabilitation 
hospitals”  as  including  both 
fireestanding  IRFs  as  well  as  IRF  units 
that  are  located  within  an  acute  car8» 
facility.  Despite  the  expansion  in  the 
scope  of  endorsement  of  the  CAUTI 
measure,  the  original  NQF  endorsement 
number  was  retained.  However,  the 
measure  was  re-titled  “National  Health 
Safety  Network  (NHSN)  Catheter 
Associated  Urinary  Tract  Infection 
(CAUTI)  Outcome  Measure.”  ® 

As  amended,  the  expanded  CAUTI 
measure  also  uses  a  different  data 
calculation  method,  which  is  referred  to 
as  the  standardized  infection  ratio 
(SIR).''*’ The  change  in  the  data 
calculation  method  does  not,  however, 
change  the  way  in  which  IRFs  will 
submit  CAUTI  data  to  the  CDC.  IRFs 
will  still  be  required  to  submit  their 
CAUTI  data  to  the  CDC  via  the  National 
Healthcare  Safety  Network  (NHSN) 
online  system. 

Under  the  originally  endorsed  version 
of  the  CAUTI  measure  the  CDC 
calculated  an  infection  rate  per  1,000 
urinary  catheter  days.  Under  the  new 
method,  CDC  will  use  a  SIR  calculation 
method,  which  is  comprised  of  the 
actual  rate  of  infection  over  the 
expected  rate  of  infection.^ ^  We  believe 
that  the  SIR  calculation  method  is  a 
more  accurate  way  to  calculate  the 
CAUTI  measure  results  for  comparative 

®  http://www.quaIityforum.org/ 
MeasureDetails.aspx?actid=0&SubmissionId=1121 
itk=0138S‘e=06-st=B'sd=&-s=n6-so=a&' 
p=  1 8-mt=S-cs=Srss=. 

^  Centers  for  Disease  Control  and  Prevention 
(2012,  January),  Central  Line-Associated 
Bloodstream  Infection  (CLABSl)  Event.  Retrieved 
from  fi ftp ://www. cdc.goy/ nhsn/PDFs/pscMan ual/ 
4PSC_CLABScurrent.pdf. 

"National  Quality  Forum  (2012),  National 
Healthcare  Safety  Network  (NHSN)  (Central  line- 
associated  Bloodstream  Infection  (CLABSl) 

Outcome  Measure.  Retrieved  from  http:// 
www.quaIityforum.org/QPS/OJ39. 

"Centers  for  Disease  Control  and  Prevention 
(2012,  January),  Catheter  Associated  Urinary  Tract 
Infection  Event.  Retrieved  from:  http:// 
www.cdc.gov/nhsn/PDFs/pscManuaI/ 
ypscCAUTIcurrent.pdf. 

•"National  Quality  Forum  (2012),  National 
Healthcare  Safety  Network  (NHSN)  Catheter 
Associated  Urinary  Tract  Infection  (CAUTlj 
Outcome  Measure.  Retrieved  from  http:// 
www.qualityforum.org/QPS/0138. 

••  The  SIR  calculation  requires  the  establishment 
of  “expected”  rates  of  infection.  We  understand  that 
CDC  will  need  to  collect  the  CAUTI  data  that  will 
be  submitted  under  the  IRF  QRP  for  a  period  of  time 
(at  least  12  months)  in  order  to  establish  an 
“expected”  rate  for  each  IRF  location  type  prior  to 
being  able  to  calculate  a  SIR.  As  required  by  Section 
3004  of  the  Affordable  Care  Act,  we  will,  at  a  later 
date,  establish  public  reporting  policies  in  a 
separate  rulemaking.  However,  we  do  not  intend  to 
publicly  report  IRF  QRP  CAUTI  measure  data  until 
sometime  after  CDC  has  established  the  expected 
rate  and  is  capable  of  generating  SIR  values. 
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purposes  because  it  takes  into  account 
an  IRF’s  case  mix.  In  addition,  use  of  the 
SIR  calculation  does  not  require  any 
change  to  the  type  of  data  required  to  be 
submitted  by  IRFs  or  method  of  data 
suboiission  that  IRFs  must  use  in  order 
to  comply  with  the  CAUTI  measure 
reporting  requirements. 

We  are  making  the  following 
proposals  in  regards  to  the  CAUTI 
measure:  (1)  We  are  proposing  to  adopt 
changes  made  to  the  NQF  #0138  CAUTI 
measure  which  will  apply  to  the  FY 

2014  annual  payment  update 
determination:  (2)  we  are  proposing  to 
adopt  the  CAUTI  measure,  as  revised  by 
the  NQF  on  January  12,  2012,  for  the  FY 

2015  payment  determination  and  all 
subsequent  hscal  year -payment 
determinations;  and  (3)  we  are 
proposing  to  incorporate,  for  use  in  the 
IRF  QRP,  any  future  changes  to  the 
CAUTI  measure  to  the  extent  these 
changes  are  consistent  with  our 
proposal  in  section  XVII.B.  of  this 
proposed  rule  to  update  measures.  We 
welcome  comments  on  these  proposals. 

2.  Proposed  Updates  to  the  “Percent  of 
Residents  Who  Have  Pressure  Ulcers 
That  Are  New  or  Worsened”  Measure 

In  the  FY  2012  IRF  PPS  final  rule  (76 
FR  47876  through  47878),  we  again  used 
the  endorsement  exception  authority 
under  section  1886(j)(7)(D)(ii)  of  the  Act 
to  adopt  an  application  of  the  “Percent 
of  Residents  with  Pressure  Ulcers  that 
Are  New  or  Worsened”  measure  (NQF 
#0678).  We  selected  this  measure 
because  there  was  no  other  NQF- 
endorsed  measure  available  to  assess  the 
percentage  of  patients  with  pressure 
ulcers  that  are  new  or  worsened  in  the 
IRF  setting  at  that  time.  We  recognized 
that  the  NQF  endorsement  of  this 
measure  was,  at  that  time,  limited  to 
short-stay  nursing  home  patients,  but 
we  noted  our  belief  that  this  measure 
was  highly  relevant  to  patients  in  any 
setting  who  are  at  risk  of  pressure  ulcer 
development  and  a  high  priority  quality 
issue  in  the  care  of  IRF  patients. 
Therefore,  in  the  FY  2012  IRF  PPS  final 
rule,  we  finalized  the  adoption  of  an  .r 
application  of  the  NQF-endorsed  #0678 
pressure  ulcer  measure.  We  also  said 
that  we  would  request  that  the  NQF 
extend  its  endorsement  of  this  short-stay 
nursing  home  pressure  ulcer  measure  to 
the  IRF  setting  (76  FR  47876  through 
47878). 

In  April  2012,  CMS  filed  an  ad  hoc 
request  for  review  of  the  NQF  #0678 
short-stay  pressure  ulcer  measure  with 
the  NQF.  In  addition,  we  also  requested 
an  expansion  of  this  measure  to  other 
care  settings.  As  noted  in  the  FY  2012 
IRF  PPS  final  rule  discussion  of  our 
adoption  of  an  application  of  this 


measure  in  the  IRF  context,  we  believe 
this  measure  is  highly  applicable  to  all 
post  acute  care  settings,  including  IRFs 
(76  FR  47876).  If  the  pressure  ulcer 
measure  is  revised  by  the  NQF,  we 
anticipate  that  it  will  be  re-titled 
“Percent  of  Patients  or  Residents  with 
Pressure  Ulcers  That  Are  New  Or 
Worsened”  (NQF  #0678)  so  as  to  reflect 
the  expansion  in  the  scope  of  the 
applicable  patient  population. 

As  of  the  publication  of  this  proposed 
rule,  the  NQF  review  process  for  the 
NQF  #0678  pressure  ulcer  measure 
expansion  request  is  still  in  progress.  If 
the  NQF  expands  the  scope  of 
endorsement  for  this  measure  to  the  IRF 
setting,  without  any  substantive 
changes,  we  are  proposing  to  adopt  and 
use  the  revised  pressure  ulcer  measure 
in  the  IRF  QRP,  in  accordance  with  the 
policy  set  forth  above  in  XVII.B.  of  this 
proposed  rule.  We  believe  that,  in  this 
anticipated  scenario,  the  pressure  ulcer 
measure,  as  revised,  will  be 
substantively  the  same  measure, 
although  broader  in  scope,  as  the 
current  NQF-endorsed  #0678  pressure 
ulcer  measure.  We  invite  public 
comments  on  our  proposed  use  of  this 
policy. 

In  the  meantime,  we  are  proposing  to 
proceed  with  our  plan,  as  finalized  in 
the  FY  2012  IRF  PPS  final  rule,  to  use 
an  application  of  the  Percent  of 
Residents  With  Pressure  Ulcers  that  Are 
New  or  Worsened  (NQF  #0678)  measure 
for  the  FY  2014  payment  determination 
and  all  subsequent  fiscal  year  payment 
determinations. 

XVIII.  Proposed  Revisions  to  the 
Quality  Improvement  Organization 
(QIO)  Regulations  (42  CFR  Parts  476, 
478,  and  480) 

A.  Summary  of  Proposed  Changes 

The  Utilization  and  Quality  Control 
Peer  Review  Program  was  originally 
established  by  sections  142  and  143  of 
the  Tax  Equity  and  Fiscal  Responsibility 
Act  (TEFRA)  of  1982  (Pub.  L.  97-248). 
The  name  of  the  individual 
.  organizations  covered  under  the 
program  was  previously  changed  from 
“Peer  Review  Organizations”  to 
“Quality  Improvement  Organizations” 
through  rulemaking  (67  FR  36539).  We 
have  identified  several  changes  that  we 
are  proposing  befause  they  are  essential 
to  remedying  longstanding  problematic 
aspects  of  the  QIOs’  review  activities. 
These  proposed  changes  would  enable 
us  to  improve  the  QIO  program  by 
ensuring  that  QIOs  are  better  able  to 
meet  the  needs  of  Medicare 
beneficiaries. 

Several  of  the  proposed  changes  are 
specific  to  the  QIOs’  processing  of 


quality  of  care  reviews,  which  includes 
beneficiary  complaint  reviews. 

Although  references  are  made  to  QIO 
sanction  activities,  the  proposed 
changes  do  not  impact  QIO  sanction 
activities  or  the  regulations  located  in 
42  CFR  Part  1004. 

In  addition,  as  part  of  our  review  of 
our  regulations  in  light  of  the 
President’s  Executive  Order  on 
Regulatory  Reform,  Executive  Order 
13563  (January  18,  2011),  we  have 
identified  several  technical  corrections 
that  would  improve  the  readability  and 
use  of  the  QIO  regulations. 

Below,  in  this  proposed  rule,  we  are 
setting  forth  our  proposals  for  revising 
our  regulations  under  42  CFR  Parts  476, 
478,  and  480  relating  to  the  QIO 
Program. 

B.  Quality  of  Care  Reviews 

Section  9353(c)  of  Public  Law  99-509 
amended  section  1154(a)  of  the  Act 
(adding  a  new  paragraph  (14))  to  require 
QIOs  (then  PROs),  effective  August  1, 
1987,  to  conduct  an  appropriate  review 
of  all  written  complaints  firom 
beneficiaries  or  their  representatives 
about  the  quality  of  services  (for  which 
payment  may  otherwise  be  made  under 
Medicare)  not  meeting  professionally 
recognized  standards  of  health  care. 

This  authority  was  in  addition  to  the 
QIOs’  already  existing  authority  under 
section  1154(a)(1)(B)  of  the  Act  to 
perform  quality  of  care  reviews.  In  order 
to  provide  more  clarity  regarding  the 
QIOs’  roles,  in  this  proposed  rule,  we 
are  proposing  to  add  a  definition  of 
“quality  of  care  review”  under  §  476.1 
to  make  clear  that  this  review  type  refers 
to  both  beneficiary  complaint  reviews 
(written  or  oral)  and  general  quality  of 
care  reviews.  We  also  cue  proposing  to 
add  under  §  476.1  definitions  for 
“beneficiary  complaint”  to  mean  a 
complaint  by  a  beneficiary  or  a 
beneficiary’s  representative  alleging  that 
the  quality  of  services  received  by  the 
beneficiary  did  not  meet  professionally 
recognized  standards  of  care  and  may 
consist  of  one  or  more  quality  of  care 
concerns;  “beneficiary  complaint 
review”  to  mean  a  review  conducted  by 
a  QIO  in  response  to  the  receipt  of  a 
written  beneficiary  complaint  to 
determine  whether  the  quality  of 
Medicare  covered  services  provided  to 
beneficiaries  was  consistent  with 
professionally  recognized  standards  of 
health  care;  and  “general  quality  of  care 
review”  to  mean  a  review  conducted  by 
a  QIO  to  determine  whether  the  quality 
of  services  provided  to  a  beneficiary(s) 
was  consistent  with  professionally 
recognized  standards  of  health  care.  We 
are  proposing  that  a  general  quality  of 
care  review  may  be  carried  out  as  a 
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result  of  a  referral  to  the  QIO  or  a  QIO’s 
identification  of  a  potential  concern 
during  the  course  of  another  review 
activity  or  through  the  analysis  of  data. 

In  addition,  we  are  proposing  to  revise 
the  language  under  §  476.71(a)(2)  to 
make  clear  that  the  scope  of  a  QIO’s 
review  includes  the  right  to  conduct 
quality  of  care  reviews,  including 
beneficiary  complaint  reviews  and 
general  quality  of  care  reviews,  as  well 
as  a  new  review  process  that  QIOs  can 
offer  Medicare  beneficiaries  called 
“immediate  advocacy,”  which  is 
described  more  fully  in  section 
XVIII. B.l.  of  this  proposed  rule. 

We  are  proposing  additional  changes 
to  the  QIO  regulations  related  to  the 
following  issues: 

1.  Beneficiary  Complaint  Reviews 

At  the  time  QIOs  assumed  the 
authority  under  section  9353(c)  of 
Public  Law  99-509  to  conduct  reviews 
of  written  beneficiary  complaints,  we 
made  a  decision  to  rely  upon  the 
existing  regulations  for  certain 
requirements  (for  example,  the 
timeframes  for  requesting  medical 
records  and  the  practitioner’s  right  to 
-  consent  to  the  release  of  specific 
findings  to  beneficiaries),  and  to 
subsequently  establish  other  remaining 
procedural  requirements  through 
manual  instructions.  While  this 
approach  has  provided  QIOs  with  a 
basic  framework  for  completing  the 
reviews,  we  have  become  aware  of  other 
issues  that  need  to  be  addressed  through 
the  promulgation  of  new  regulations  as 
well  as  revisions  to  existing  regulations. 
In  2003,  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit  issued  a  decision  in  the  case  of 
Public  Citizen,  Inc.  v.  U.S.  Department 
of  Health  and  Human  Services 
(332  F.3d  654,  June  20,  2003)  (referred 
to  below  as  Public  Citizen)  in  which  the 
court  determined  that  QIOs  must,  at  a 
minimum,  notify  a  complainant  of  the 
results  of  its  review.  We  recently 
completed  a  comprehensive  revision  to 
the  manual  instructions  governing  both 
beneficiary  complaints  and  quality  of 
care  reviews,  which,  in  part,  was 
designed  to  ensure  compliance  with  this 
court  decision  (Transmittal  17,  April  6, 
2012,  CMS  Manual  System,  Pub.  100-10 
Medicare  Quality  Improvement 
Organizations,  Chapter  5,  Quality  of 
Care  Review)  (available  at  http:// 
www.cms.gov/Regulations-and- 
Guidance/Guidance/Transmittals/ 
Downloads/Rl7Q10.pdf).  These  new 
instructions  were  effective  May  7,  2012. 
While  these  manual  revisions  were 
necessary,  we  believe  that  additional 
regulatory  changes  are  needed  in  order 
to  improve  QIO  operations.  In  order  to 


subject  these  additional  changes  to  the 
processing  of  beneficiary  complaint 
reviews  and  general  quality  of  care 
reviews  to  notice-and-comment 
rulemaking,  in  this  proposed  rule,  we 
are  proposing  to  add  new  §§  476.110, 
476.120,  476.130,  476.140,  476.150, 
476.160,  and  476.170  as  described 
below  in  this  section.  We  also  are 
proposing  to  add  new  definitions  of 
“authorized  representative”,  “appointed 
representative:  “beneficiary 
representative”  and  “quality 
improvement  initiative,”  and  revise  the 
definition  of  “preadmission 
certification”  in  §  476.1.  In  addition,  to 
ensure  consistency  with  the  proposed 
revisions  to  or  additional  sections  under 
Part  476,  we  are  proposing  to  revise 
§§480.107,  480.132,  and  480.133,  as 
discussed  more  fully  below. 

The  proposed  revisions  to  the 
regulations  under  Part  476  include 
several  changes  that  would  improve  the 
beneficiary’s  experience  when 
contacting  a  QIO  about  the  quality  of 
health  care  he  or  she  has  received  and 
also  shorten  key  timeframes  so  that 
beneficiaries  can  achieve  resolution  of 
their  health  care  concerns  in  less  time. 
We  are  proposing  regulations  under  new 
proposed  §476.110  regarding  a  new 
alternative  dispute  resolution  process 
called  “immediate  advocacy.”  We  are 
proposing  to  add  a  definition  of 
“immediate  advocacy”  under  §476.1, 
and  to  make  clear  that  this  process  is 
specific  to  oral  complaints.  We  are 
proposing  to  define  “immediate 
advocacy”  as  an  informal  alternative 
dispute  resolution  process  used  to 
quickly  resolve  an  oral  complaint  that  a 
beneficiary  or  his  or  her  representative 
has  regarding  the  quality  of  health  care 
received,  and  that  this  process  involves 
a  QIO  representative’s  direct  contact 
with  the  provider  and/or  practitioner. 
Historically,  the  only  option  available  to 
beneficiaries,  regardless  of  the  severity 
or  type  of  issue,  is  the  right  to  file  a 
written  complaint.  Once  a  written 
complaint  is  received,  the  QIO  is  then 
obligated  to  conduct  a  formal  peer 
review  of  the  complaint,  which  includes 
a  review  of  the  beneficiary’s  medical 
information.  Although  this  peer  review 
process  is  effective,  it  can  be  quite 
lengthy  and  burdensome  on  providers 
and  practitioners,  given  the  various 
steps  that  must  be  completed  by  the  QIO 
prior  to  the  QIO  rendering  its  final 
decision,  with  providers  and 
practitioners  cooperating  with  the  QIO 
throughout  this  process.  These  steps 
include  the  time  needed  by  the  QIO  to 
follow  up  with  beneficiaries  to  ensure 
receipt  of  the  complaint  in  writing, 
request  and  receive  the  medical 


information  from  the  provider  and/or 
practitioner,  discuss  the  QIO’s  interim 
decision  with  the  practitioner  and/or 
provider,  respond  to  a  practitioner’s 
and/or  provider’s  request  that  a  QIO 
conduct  a  re-review  of  the  initial  peer 
reviewer’s  decision,  and  obtain  the 
practitioner’s  consent  to  the  release  of 
specific  findings  in  the  final  letter  to  the 
beneficiary.  By  regulation,  QIOs  must 
disclose  to  patients  or  their 
representatives  information  they  have 
requested  within  30  calendar  days 
(42  CFR  480.132);  it  is  possible  that 
obtaining  a  practitioner’s  consent  alone 
could  take  30  calendar  days.  Even  if 
there  are  no  delays  at  any  point  in  the 
current  peer  review  process,  it  can  take 
over  150  calendar  days  for  a  QIO  to 
complete  its  review  of  a  beneficiary’s 
written  complaint. 

At  times,  tne  length  of  the  current 
peer  review  process  can  render  the 
beneficiary’s  original  concern  moot, 
particularly  where  the  beneficiary’s 
concern  relates  to  a  communication 
issue  between  his  or  her  providers  and/ 
or  practitioners,  the  prescribing  of 
medications,  or  the  failure  to  receive  a 
necessary  medical  item,  such  as  a 
wheelchair.  For  these  types  of  concerns, 
we  believe  that  requiring  a  beneficiary 
to  submit  the  complaint  in  writing  and 
waiting  more  than  150  calendar  days  so 
that  the  QIO  can  complete  its  review 
does  not  provide  prompt  and  customer 
friendly  service  to  Mediceire 
beneficiaries.  Moreover,  at  times,  certain 
issues  raised  by  a  Medicare  beneficiary 
in  a  complaint  may  not  even  be 
documented  in  the  beneficiary’s 
medical  information.  This  is 
particularly  true  for  complaints  related 
to  communication  or  coordination 
issues  surrounding  the  beneficiary’s 
care.  Thus,  a  QIO  may  actually  know  at 
the  outset  of  a  review  that  the  peer 
review  process  will  not  divulge  any 
information  related  to  the  beneficiary’s 
complaint. 

VVe  believe  that,  by  proposing  to 
establish  an  informal  process  such  as 
“immediate  advocacy,”  the  QIO  would 
be  able  to  offer  an  alternative  to  a 
Medicare  beneficiary  in  those  situations 
where  a  resolution  is  needed  more 
quickly  than  the  current  traditional  peer 
review  process.  We  believe  that  this 
proposed  new  informal  process  would 
also  be  beneficial  in  those  instances 
where  information  relevant  to  a 
complaint  would  most  likely  not  be 
contained  in  the  medical  information  or 
where  the  Medicare  beneficiary  may 
simply  be  put  off  by  the  formality  of  the 
traditional  peer  review  process.  In 
proposing  this  new  informal  process,  we 
are  specifying  in  proposed  §  476.110(a) 
that  the  process  is  available  for  oral 
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complaints  so  that  there  is  a  clear 
distinction  from  the  process  requiring  a 
written  complaint  under  section 
1154(a)(14)  of  the  Act.  Again,  the 
proposed  definition  of  “immediate 
advocacy”  under  §476.1  also  would 
make  this  clear. 

We  also  are  proposing  that  the  use  of 
“immediate  advocacy”  would  not  be 
available  if  the  QIO  makes  a  preliminary 
determination  that  the  complaint 
includes  concerns  that  could  be  deemed 
significant,  substantial,  or  gross  and 
flagrant  violations  of  the  standard  of 
care  to  which  a  beneficiary  is  entitled 
(proposed  §476.110(a)(2)(ii)).  In 
addition,  we  are  proposing  to  add 
definitions  of  “quality  of  care  concern” 
and  “significant  quality  of  care 
concern”  under  §476.1,  and  to 
incorporate  the  definitions  of  “gross  and 
flagrant  violation”  and  “substantial 
violation  in  a  substantial  number  of 
cases”  as  these  two  terms  are  used  in  ,42 
CFR  1004.1.  We  are  proposing  to  define 
“quality  of  care  concern”  to  mean  a 
concern  that  care  provided  did  not  meet 
a  professionally  recognized  standard  of 
health  care,  and  that  a  general  quality  of 
care  review  or  a  beneficiary  complaint 
review  may  cover  a  single  concern  or 
multiple  concerns.  “Significant  quality 
of  care  concern”  would  mean  a 
determination  by  the  QIO  that  the 
quality  of  care  provided  to  a 
beneficiary(s)  did  not  meet  the  standard 
of  care  and  while  not  a  gross  and 
flagrant  or  substantial  violation  of  the 
standard,  represents  a  noticeable 
departure  from  the  standard  that  could 
reasonably  be  expected  to  have  a 
negative  impact  on  the  health  of  a 
beneficiary.  “Gross  and  flagrant 
violation”  would  mean  that  a  violation 
of  an  obligation  specified  in  section 
1156(a)  of  the  Act  has  occurred  in  one 
or  more  instances  which  presents  an 
imminent  danger  to  the  health,  safety,  or 
well-being  of  a  program  patient  or 
places  the  program  patient 
unnecessarily  in  high-risk  situations  (as 
specified  in  42  CFR  1004.1). 

“Substantial  violation  in  a  substantial 
number  of  cases”  would  mean  a  pattern 
of  providing  care  that  is  inappropriate, 
unnecessary,  or  does  not  meet 
recognized  professional  standards  of 
care,  or  is  not  supported  by  the 
necessary  documentation  of  care  as 
required  by  the  QIO  (as  specified  in  42 
CFR  1004.1).  We  believe  that  the 
proposed  definitions  would  give 
improved  clarity  to  the  distinctions 
made  among  concerns  that  do  not  meet 
the  standard  of  care  and  demonstrate 
that  QIOs  are  responsible  for  identifying 
all  instances  where  care  could  have 
been  improved  and  not  just  the  most 


significant  or  flagrant  failures  to  meet  a 
standard  of  care.  With  regard  to 
“immediate  advocacy,”  we  believe  that 
this  informal  process  is  not  appropriate 
for  those  situations  where  a  QIO 
preliminarily  determines  that  a 
complaint  could  involve  a  “gross  and 
flagrant”  or  “substantial”  concern.  In 
these  circumstances,  the  QIO  would  not 
offer  the  immediate  advocacy  process, 
but  instead  would  inform  the 
beneficiary  of  the  right  to  file  a  written 
complaint.  Moreover,  while  we  are 
proposing  to  exclude  the  use  of  the 
immediate  advocacy  process  for  those 
instances  where  “significant  quality  of 
care  concerns”  might  be  present,  we  are 
requesting  public  comments  regarding 
whether  the  immediate  advocacy 
process  should  be  made  available  for 
these  concerns  as  well.  In  addition, 
while  we  are  proposing  to  restrict  the 
use  of  the  immediate  advocacy  process 
to  a  period  of  6  months  after  a 
beneficiary  has  received  the  care  at 
issue  (proposed  §  476.110(a)(1)),  we  also 
are  requesting  public  comments  on 
whether  this  time  period  should  be 
extended  beyond  6  months,  whether 
based  on  the  proposed  structure  or  in 
order  to  accommodate  the  potential 
broadening  of  its  use  for  “significant 
quality  of  care  concerns.” 

In  proposed  §  476.110(a)(2),  we  are 
specifying  that  the  immediate  advocacy 
process  can  be  used  for  issues  that  are 
not  directly  related  to  the  clinical 
quality  of  health  care  itself  or  that 
accompany  or  are  incidental  to  the 
medical  care  received.  This  includes, 
but  is  not  limited  to,  issues  such  as 
delays  in  obtaining  much  needed 
medical  items  (for  example, 
wheelchairs).  In  addition,  in 
§  476.110(a)(3),  we  are  proposing  that 
the  Medicare  beneficiary  must  agree  to 
the  disclosure  of  his  or  her  name  in 
order  for  the  immediate  advocacy 
process  to  be  used.  We  believe  that  it  is 
important  for  the  Medicare  beneficiary 
to  disclose  his  or  her  name  because  the 
immediate  advocacy  process  is  based  on 
the  need  for  open  discussions  to  quickly 
resolve  a  beneficiary’s  concerns. 
Moreover,  we  also  are  propo.'dng  that  all 
parties  orally  consent  to  the  use  of 
immediate  advocacy  (proposed 
§  476.110(a)(4)).  Because  our  goal  is  to 
work  with  the  providers  and 
practitioners  to  resolve  a  beneficiary’s 
concerns,  we  believe  that  consent  is 
necessary.  The  use  of  oral  consent,  and 
not  written  consent,  is  in  keeping  with 
the  cost-saving  attributes  of  alternative 
dispute  resolution  processes. 

Although  we  believe  that  the 
immediate  advocacy  process  will  be  of 
great  value  to  Medicare  beneficiaries, 
providers,  practitioners,  and  the  QIOs, 


we  recognize  that,  for  some,  the  process 
may  not  provide  the  desired  resolution. 

In  addition,  there  could  be  situations 
where  a  QIO  determines,  after  the 
immediate  advocacy  process  has  begun, 
that  more  serious  concerns  are  evident. 
Therefore,  we  are  proposing  under 
§  476.110(b)  that  the  QIO  and  either 
party  can  discontinue  participation  in 
immediate  advocacy  at  any  time  and  the 
steps  a  QIO  will  take  when  this  occurs. 
This  includes  informing  the  beneficiary 
of  his  or  her  right  to  submit  a  written 
complaint. 

In  proposed  §  476.110(c),  we  are 
conveying  the  need  to  maintain  the 
confidentiality  of  the  immediate 
advocacy  proceedings  by  specifically 
referencing  the  redisclosure  restrictions 
under  §480.107.  We  are  proposing  to 
make  a  corresponding  change  to 
§480.107  by  adding  new  paragraph  (1), 
which  will  specify  that  the  redisclosure 
of  confidential  information  related  to 
immediate  advocacy  proceedings  can 
occur  when  there  is  consent  of  all 
parties.  In  proposed  §  476.110(d),  we  are 
proposing  to  include  procedures  that 
QIOs  would  follow  in  those  instances 
where  a  party  fails  to  participate  or 
otherwise  comply  with  the  immediate 
advocacy  procedures.  This  includes 
making  a  beneficiary  aware  of  his  or  her 
right  to  submit  a  written  complaint. 

We  believe  that  the  use  of  the 
immediate  advocacy  process  will  greatly 
reduce  the  burden  on  practitioners  and 
providers  by  avoiding  the  formality  of 
the  traditional  peer  review  process  in 
appropriate  situations  and  quickly 
identifying  resolutions  and 
improvements  in  the  provision  of  health 
care.  In  fact,  the  immediate  advocacy 
process  has  already  been  introduced 
through  the  recently  completed  manual 
instructions,  and  preliminary  feedback 
indicates  that  it  is  being  received 
positively  by  providers,  practitioners, 
and  Medicare  beneficiaries.  Medicare 
beneficiaries  have  indicated  their 
appreciation  of  the  quicker  and  more 
appropriate  resolution  of  their  concerns. 
Many  times.  Medicare  beneficiaries 
would  wait  months  for  the  resolution  of 
a  formal  written  complaint,  only  to  be 
disappointed  in  what  the  QIO  aqtually 
found  or  frustrated  that  the  concern 
initially  raised  was  rendered  obsolete  by 
more  recent  events.  Under  the 
immediate  advocacy  process,  the  QIO 
has  a  mechanism  to  resolve 
beneficiaries’  concerns,  sometimes  the 
same  day  the  beneficiary  calls. 
Moreover,  providers  and  practitioners 
have  responded  positively  to  being 
given  the  opportunity  to  immediately 
address  beneficiary’s  concerns  and 
improve  care,  particularly  where 
communication  is  one  of  the 
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beneficiary’s  primary  concerns.  In 
addition,  the  provider’s  or  practitioner’s 
ability  to  avoid  receiving  and  processing 
a  formal  complaint  letter  from  the  QIO 
and  the  related  time  and  costs  related  to 
forwarding  of  medical  records  and 
engaging  in  the  lengthy  review  process 
also  have  been  positively  received.  The 
decreased  burden  on  Medicare 
beneficiaries,  providers,  and 
practitioners  and  the  time  and  cost 
savings  are  cornerstones  of  alternative 
dispute  resolution  processes.  We  are 
confident  the  positive  responses  to  this 
new  option  will  continue. 

While  we  believe  that  the  immediate 
advocacy  process  represents  a 
significant  step  forward  in  ensuring  the 
timely,  appropriate,  and  cost-efficient 
resolution  of  Medicare  berieficiaries’ 
concerns,  we  recognize  that  additional 
changes  are  needed  to  improve  the 
QIOs’  review  process  in  general. 
Therefore,  we  are  proposing  regulations 
governing  written  beneficiary  complaint 
reviews  as  well  as  general  quality  of 
care  reviews.  We  are  proposing  to  add 
a  new  §  476.120  that  would  govern  a 
Medicare  beneficiary’s  submission  of  a 
written  complaint,  and  are  proposing 
under  proposed  §  476.120(a),  language 
limiting  the  time  period  for  submitting 
a  written  complaint  to  3  years  from  the 
date  on  which  the  care  giving  rise  to  the 
complaint  occurred.  We  believe  this  is 
necessary  because  the  ability  of  a  QIO 
to  thoroughly  review  a  complaint 
becomes  more  problematic  the  longer 
the  period  of  time  is  between  the 
circumstances  giving  rise  to  a  complaint 
and  the  actual  filing  of  the  complaint. 

An  individual’s  memory  can  fade,  and 
we  are  aware  of  some  instances  where 
Medicare  beneficiaries  have  submitted 
complaints  about  issues  that  have 
occurred  decades  ago.  In  these 
situations,  the  QIOs’  ability  to  obtain  the 
necessary  information,  let  alone  render 
a  valid  decision,  has  been  severely 
compromised.  As  such,  we  believe  that 
a  3-year  look  back  period  should  be 
sufficient  to  ensure  that  a  QIO  can 
effectively  complete  its  review. 

We  are  specifying  in  proposed 
§  476.120(a)(1)  that  a  complaint 
submitted  electronically  to  the  QIO 
meets  the  requirement  for  the 
submission  of  a  written  complaint.  We 
are  specifying  in  proposed 
§  476.120(a)(2)  that  if  a  beneficiary 
contacts  a  QIO  about  a  potential 
complaint,  but  decides  not  to  submit  it 
in  writing  (and  the  QIO  did  not  offer 
immediate  advocacy),  the  QIO  may  use 
its  authority  under  section  1154(a)(1)(B) 
of  the  Act  to  complete  a  general  quality 
of  care  review  in  accordance  with  new 
proposed  procedures  at  proposed 
§476.160.  We  note  that,  in  these 


situations,  the  beneficiary  would  not 
receive  any  results  of  the  QIO’s  review. 
We  also  are  proposing  to  limit  the  QIO’s 
authority  to  conduct  a  general  quality  of 
care  review  in  response  to  an  oral 
complaint  to  those  situations  where  the 
QIO  makes  a  prelimincuy  determination 
that  the  complaint  contains  a  potential 
gross  and  flagrant,  substantial,  or 
significant  quality  of  care  concern. 

In  proposed  §  476.120(b),  we  are 
proposing  instructions  for  QIOs  when  a 
beneficiary  submits  additional  concerns 
after  the  initial  submission  of  a  written 
complaint.  We  believe  that  the  focus  on 
an  episode  of  care,  which  we  are 
proposing  in  §  476.130(a)(1),  gives  the 
QIO  adequate  flexihility  to  consider  all 
related  concerns  surrounding  a 
complaint,  but  for  those  rare  instances 
where  a  beneficiary  does  convey  a  new 
concern,  the  QIO  would  now  have 
specific  instructions  regarding  the  right 
to  consider  the  additional  concerns 
either  during  the  same  complaint  review 
or  as  a  separate  complaint. 

In  proposed  §  476.130(a),  we  are 
proposing  to  convey  the  QIO’s 
obligation  to  consider  any  information 
submitted  by  the  beneficiary  or  his/her 
representative  and  by  the  provider  and/ 
or  practitioner,  along  with  the  QIO’s 
obligation  to  maintain  the  information 
received  as  confidential  information,  if 
that  information  falls  within  the 
definition  of  “confidential  information’’ 
under  existing  §  480.101.  Moreover, 
proposed  §  476.130(a)(1)  also  would 
convey  that  the  focus  of  the  QIO’s 
review  will  be  on  the  episode  of  care 
from  which  the  complaint  arose  and 
that  in  completing  its  review,  the  QIO 
will  respond  to  the  specific  concerns 
raised  by  the  beneficiary  along  with  any 
additional  concerns  the  QIO  identifies 
while  processing  the  complaint.  We 
believe  that  the  focus  on  the  episode  of 
care  will  significantly  reduce  the  burden 
on  providers  and  practitioners  and 
reduce  timeframes  for  completing 
reviews.  Historically,  QIOs  would 
closely  track  the  complaint  as  originally 
conveyed  by  a  Medicare  beneficiary. 
Often,  however.  Medicare  beneficiaries 
would  become  dissatisfied  with  the 
focus  and/or  results  of  the  QIO’s  review, 
and  the  QIO  would  be  forced  to 
reexamine  the  complaint  in  light  of 
these  new  issues.  On  occasion,  this 
could  even  require  the  submission  of  an 
entirely  new  complaint  for  issues  that 
were  related  to,  but  not  reviewed  in,  the 
original  complaint.  These  situations  also 
added  to  the  burden  on  providers  and 
practitioners  because  they  would  be 
required  to  participate  in  the  review  of 
the  additional  concerns  and  even 
provide  additional  medical 


documentation  that  may  not  have 
originally  been  requested. 

In  addition,  proposed  §  476.130(a)(1) 
would  specify  the  details  of  the  QIO’s 
authority  to  separate  a  beneficiary’s 
concerns  into  separate  complaints  if  the 
QIO  determines  that  the  concerns  relate 
to  different  episodes  of  care.  We  believe 
that  focusing  on  the  episode  of  care  will 
put  QIOs  in  a  better  position  to  identify 
all  potential  concerns  at  the  onset  and 
help  alleviate  any  potential  back  and 
forth  based  on  the  specter  of  new  or 
different  concerns  arisiqg  after  the 
review  has  begun. 

Proposed  §  476.130(a)(2)  would  set 
forth  the  QIO’s  use  of  evidence-based 
standards  of  care  to  the  maximum 
extent  practicable,  and  specify  the 
method  that  the  QIO  must  use  to 
establish  standards  if  no  standard  exists. 
Moreover,  this  paragraph  (a)(2)  also 
conveys  the  finality  of  a  QIO’s 
determination  regarding  the  standard  to 
be  used  for  a  particular  concern,  in  that 
the  QIO’s  determination  regarding  the 
standard  used  is  not  subject  to  appeal. 
We  believe  that  the  focus  on  evidence- 
based  standards  of  care  is  vital  to  the 
improvement  of  health  care  nationally. 

In  proposed  §  476.130(b),  we  are 
proposing  to  specify  the  timeframes  that 
practitioners  and  providers  must  follow 
when  a  QIO  requests  medical 
information  in  response  to  a  written 
beneficiary  complaint.  We  are  proposing 
a  10  calendar  day  timeframe  for 
responding  to  these  requests.  While  this 
timeframe  is  significantly  shorter  than 
the  21  and  30  calendar  day  timeframes 
specified  in  existing  §476.78,  we 
believe  that  it  is  warranted  in  light  of 
the  need  to  give  Medicare  beneficiaries 
a  more  timely  resolution  to  their 
complaints.  We  believe  providers  and 
practitioners  would  also  benefit  from 
the  faster  resolution  of  complaints  and 
would  shift  the  focus  from  being 
avaiilable  during  the  lengthy  review 
process  to  moving  forward  with 
improvements  to  the  health  care  given 
to  Medicare  beneficiaries.  In  addition, 
where,  for  other  review  activities,  a  QIO 
may  be  requesting  multiple  medical 
records,  most  often  a  single  medical 
record  will  be  requested  in  response  to 
a  written  beneficiary  complaint.  Thus, 
the  ability  to  respond  within  the  shorter 
10  calendar  day  timeframe  should  be 
much  easier  and  less  burdensome. 
Moreover,  we  also  considered  that  an 
increasing  number  of  providers  and 
practitioners  are  using  vendors  to 
respond  to  requests  for  medical 
information,  and  this  timeframe  is 
comparable  to  models  typically  used  by 
these  vendors  in  responding  to  requests. 
In  fact,  even  shorter  timeframes  can 
exist  for  larger  providers  and/or 
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practitioner  groups.  In  addition,  QIOs 
have  historically  employed  a  different, 
shorter  timeframe  for  reviews  where  a 
Medicare  beneficiary  is  still  receiving 
care  (concurrent  review),  compared  to 
those  situations  where  a  Medicare 
beneficiary  has  already  been  discharged 
(retrospective  review).  For  concurrent 
reviews,  QIOs  request  that  medical 
information  be  received  within  1 
calendar  day,  and  typically  this 
timeframe  has  been  adhered  to  by 
providers  and  practitioners.  Although 
we  are  not  proposing  the  continued  use 
of  the  concurrent  and  retrospective 
review  ftmnework  for  responding  to 
written  complaints,  we  recognize  that 
there  could  be  circumstances  in  which 
an  even  shorter  timeframe  for  receiving 
medical  information  is  warranted,  and 
we  are  proposing  to  include  language 
detailing  a  QIO’s  right  to  earlier  receipt 
of  medical  information.  We  are 
proposing  that  this  right  to  earlier 
receipt  of  medical  information  be 
related  to  potentiaj  gross  and  flagrant  or 
substantial  quality  of  care  concerns. 
However,  we  are  requesting  public 
comments  on  whether  there  are  other 
circumstances,  involving  less  serious 
kinds  of  concerns,  for  which  this 
authority  to  employ  a  shorter  timeframe 
should  be  used.  In  addition,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule  (77 
FR  28119  through  28120),  we  included 
proposed  changes  to  §476.78  to  add 
references  to  “practitioners”  in  parts  of 
this  section,  which  currently  refer  only 
to  “providers,”  in  order  to  equalize  the 
30-day  and  21 -day  timeframes  for 
submitting  records.  We  also  proposed 
changes  to  §476.90  to  equalize  the 
ramifications  for  not  submitting  records 
on  time  because  we  see  no  reason  to 
differentiate  between  a  provider’s  and  a 
practitioner’s  records.  While  these 
proposed  changes  in  the  FY  2013  IPPS/ 
LTCH  PPS  proposed  rule  have  not  been 
finalized,  in  this  proposed  rule,  we  are 
requesting  public  comment  on  whether 
changes  similar  to  those  we  are 
proposing  for  beneficiary  complaints, 
including  shortening  of  the  30-day  and 
21-day  timeframes,  should  be 
incorporated  into  §  476.78(b)  for 
requests  for  medical  information  in 
general,  for  any  kind  of  QIO  reviews, 
including  nonqualify  related  reviews. 
We  are  proposing  to  apply  a  shorter 
timefirame  for  all  of  a  QIO’s  requests  for 
records,  without  limiting  this 
application  to  quality  reviews  in  just 
one  instance:  Where  secme 
transmissions  of  electronic  versions  of 
medical  information  are  available.  Our 
proposal  regarding  secure  transmissions 
of  electronic  versions  of  medical 


information  is  discussed  more  fully  later 
in  this  section. 

In  proposed  §  476.130(c),  we  are 
proposing  to  include  a  requirement  for 
beneficiary  complaints  that  the  QIO 
issue  its  interim  initial  determination 
within  7  calendar  days  after  receiving 
all  medical  information.  We  believe  that 
this  timeft-ame  is  sufficient  to  evaluate 
a  complaint  and  identify  the  key  aspects 
of  the  care  provided.  Proposed 
§  476.130(c)(1)  would  specify  the 
provider’s  and/or  practitioner’s  right  to 
discuss  the  QIO’s  determination  before 
it  is  finalized,  and  would  specify  that 
the  QIO’s  initial  notification  will  be 
made  by  telephone.  We  are  proposing  a 
7-calendar  day  timeframe  for 
completion  of  the  discussion.  In 
addition,  we  are  proposing  that  the 
QIO’s  interim  initial  determination 
would  become  the  QIO’s  final 
determination  if  the  discussion  is  not 
completed  timely  because  the  provider 
and/or  practitioner  has  failed  to  respond 
(proposed  §  476.130(c)(2)).  Again,  our 
focus  is  on  obtaining  resolutions  to 
complaints  within  reasonable 
timeframes,  and  the  completion  of  the 
discussion  is  an  area  where  improved 
instructions  may  benefit  the  timeliness 
of  complaint  processing  because  we 
have  experienced  significant  delays  in 
completing  this  particular  step.  The 
term  “final  initial  determination” 
should  not  be  confused  with  the  term 
used  in  42  CFR  Part  405,  because  Part 
405  relates  to  whether  a  beneficiary  is 
entitled  to  services  or  the  amount  of 
those  services,  while  this  regulation 
covers  only  the  quality  of  services  as 
specified  in  the  QIO  statute.  At  the  same 
time,  we  are  proposing  under  proposed 
§  476.130(c)(3)  the  provider’s  or 
practitioner’s  right  -to  submit  a  written 
statement  in  lieu  of  a  discussion,  with 
the  requirement  that  the  written 
statement  be  received  within  the  same 
7-calendar  day  timeframe  from  the  date 
of  the  initial  offer.  We  believe  that 
allowing  the  submission  of  a  written 
statement  would  benefit  practitioners  or 
providers  that  may  have  trouble  being 
available  at  a  specific  time  within  the  7- 
calendar  day  timeframe.  Moreover,  in 
proposed  §  476.130(c)(4),  we  have 
included  the  QIO’s  right  to  extend  the 
timeframe  for  holding  the  discussion  or 
submission  of  a  written  statement  in 
lieu  of  a  discussion  in  those  rare 
instances  where  a  practitioner  or 
provider  is  unavailable,  whether 
because  of  military  tours  of  duty,  travel 
or  other  unforeseen  circumstances. 

In  addition,  we  are  considering 
restricting  a  provider’s  or  practitioner’s 
right  to  submit  new  or  additional 
medical  evidence  in  the  form  of  test 
results,  x-rays,  and  other  evidence,  as 


part  of  this  discussion.  We  believe  that 
doing  so  would  emphasize  the  need  for 
providers  and  practitioners  to  supply  all 
relevant  evidence  when  first  requested 
by  the  QIO  and  also  would  maintain  the 
focus  on  the  discussion  a  physician  or 
provider  is  due  in  accordance  with 
section  1154(a)(14)  of  the  Act.  Allowing 
the  submission  of  additional  or  new 
evidence  could  also  substantially  raise 
the  possibility  that  the  discussion  will 
become,  in  effect,  an  entirely  new 
review  by  the  QIO.  Moreover,  providers 
and  practitioners  will  still  be  able  to 
submit  information  as  part  of  a  request 
for  a  reconsideration  review.  We  are 
requesting  public  comments  on  whether 
providers  and/ or  practitioners  should  be 
prohibited  from  submitting  new  or 
additional  medical  evidence  in  response 
to  the  offer  of  a  discussion. 

In  proposed  §  476.130(d),  we  are 
specifying  the  QIO’s  obligation  to  issue 
a  written  final  initial  determination, 
regardless  of  whether  care  did  or  did  not 
meet  standards  for  all  concerns,  and  that 
this  determination  must  be  issued 
within  72  hours  after  completion  of  the 
QIO’s  review  or,  in  cases  where  the 
standard  was  not  met,  the  QIO’s 
discussion  or  receipt  of  the  provider’s 
and/or  practitioner’s  written  statement. 
In  addition,  proposed'§  476.130(d)(1) 
would  specify  that  the  notice  of  the  final 
initial  determination  will  be  forwarded 
to  all  parties,  and  paragraph  (d)(2)  lists 
the  actual  content  of  the  notice.  We  are 
specifying  that  the  QIO  would  not 
forward  the  notice  if  either  party 
requests  a  reconsideration  of  the  final 
initial  determination. 

These  proposed  changes  represent 
significant  departures  from  the  process 
QIOs  have  historically  used  when 
resolving  beneficiary  complaints  and  are 
necessary  to  improve  the  fairness  of  the 
review  process  and  increase  the 
transparency  of  the  QIO  review  process. 
When  the  process  was  originally 
established,  CMS  determined  that 
physicians,  providers,  or  Medicare 
beneficiaries  would  not  be  afforded  the 
right  to  request  a  reconsideration  of 
these  determinations  under  section  1155 
of  the  Act.  However,  providers  and 
practitioners  were  afforded  an 
administratively  created  option,  referred 
to  as  a  “re-review,”  if  the  provider  or 
practitioner  disagreed  with  the  QIO’s 
initial  decision.  Medicare  beneficiaries 
were  not  provided  this  re-review 
opportunity  and,  in  fact,  were  not  given 
any  response  until  after  completion  of 
the  re-review.  Moreover,  the  actual 
information  a  beneficiary  received  in 
response  to  the  submission  of  a 
complaint  was  further  limited  by  certain 
other  provisions  in  the  existing 
regulations.  Section  480.132  covers  the 
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general  requirements  that  a  QIO  must 
meet  in  disclosing  information  to  a 
beneficiary  when  that  beneficiary  has 
requested  information  about  him  or 
herself.  Section  480.132(a)(l)(iii)  states 
that  this  information  cannot  include  any 
practitioner-specific  information.  We 
have  read  this  provision  in  conjunction 
with  §480.133(aK2)(iii),  which 
authorizes  a  QIO  to  disclose 
practitioner-specific  information  when 
the  practitioner  has  consented  to  the 
disclosure.  In  the  past,  we  have 
interpreted  these  provisions  as  applying 
in  the  context  of  beneficiary  complaints. 
This  limitation  greatly  reduced  a 
beneficiary’s  access  to  information 
related  to  the  QIO’s  specific  findings.  In 
fact,  §480.132  also  gave  attending 
practitioners  the  authority  to  direct  that 
a  QIO  not  provide  results  directly  to  a 
Medicare  beneficiary  should  that 
practitioner  determine  that  the  released 
information  could  “harm  the  patient.” 
This  same  provision  gave  QIOs  a  full  30 
calendar  days  before  they  had  to 
respond  to  a  beneficiary’s  request  for 
information,  which  would  apply  even  in 
the  context  of  a  complaint.  Thus,  the 
QIO  was  required  to  obtain  a 
practitioner’s  consent  to  disclose 
information  within  this  30-calendar  day 
timeframe  before  the  QIO  could  disclose 
the  specific  results  of  its  complaint 
review  to  the  beneficiary. 

As  a  result  of  the  current  provisions 
in  the  regulation,  the  QIO  was  often 
delayed  in  its  ability  to  respond  to  the 
beneficiary,  and  was  sometimes  forced 
to  identify  a  representative  and  then 
give  the  results  to  the  representative 
even  if  the  Medicare  beneficiary 
believed  he  or  she  was  able  to  represent 
himself  or  herself  and  legally  had  not 
been  deemed  otherwise.  Clearly,  this 
scenario  has  frustrated  Medicare 
beneficiaries  over  time  and  placed  QIOs 
in  difficult  situations.  Furthermore,  if  a 
practitioner  did  not  consent  to  any 
disclosures  or  to  limited  disclosures  of 
information  that  would  identify  the 
practitioner,  a  QIO’s  decision  typically 
contained  a  conclusory  statement  about 
the  results  of  the  QIO’s  review  but  no 
information  about  the  standards  of  care 
the  QIO  used,  the  evidence  the  QIO 
considered,  or  the  rationale  for  how  the 
QIO  arrived  at  its  conclusion.  The 
limitations  on  what  information 
Medicare  beneficiaries  received  and 
broad  authority  given  to  attending 
practitioners  have  been  particularly 
troubling  in  those  instances  in  which 
the  beneficiary’s  complaint  relates  to 
care  that  an  attending  physician 
provided.  In  fact,  the  lack  of  information 
given  to  Medicare  beneficiaries  in 
response  to  a  complaint  was  the  precise 


issue  addressed  in  the  Public  Citizen 
decision. 

We  believe  that  the  proposed  changes 
to  §  476.130(d),  including  paragraphs 
(d)(1)  and  (d)(2),  are  necessary  to  ensure 
beneficiaries  are  given  the  same 
information  and  rights  as  practitioners 
and  providers.  The  proposed  changes 
make  clear  that  the  timeframe  given  to 
QIOs  for  issuing  the  final  initial 
determination  in  response  to  a 
complaint  is  separate  and  distinct  from 
the  timeframe  given  to  QIOs  when 
responding  to  a  beneficiary’s  request  for 
information.  Any  requests  fpr 
information,  including  requests  for 
information  pertaining  to  beneficiary 
complaint  reviews  that  are  unrelated  to 
a  QIO’s  issuance  of  its  final  initial 
determination,  would  continue  to  be 
governed  by  §480.132.  Moreover,  while 
the  proposed  72-hour  timeframe  in 
§476.130  appeeirs  short  in  comparison 
to  the  30-calendar  day  timeframe  in 
§  480.132  that  has  historically  been 
used,  we  believe  that  the  72-hour 
timeframe  represents  a  more  appropriate 
and  reasonable  period  of  time  in  which 
to  issue  these  decisions.  In  most  cases, 
the  QIO’s  final  initial  determination 
may  not  change  significantly  from  the 
interim  initial  determination.  Thus, 

QIOs  would  be  able  to  rely  heavily  upon 
the  interim  initial  determination  in  most 
instances,  with  only  minor  adjustments 
being  made  in  light  of  information 
received  in  response  to  the  opportunity 
for  discussion.  In  addition,  paragraph 
(d)(2)  proposes  the  content  of  the 
written  decision  to  be  given  to  the 
beneficiary,  provider,  and/or 
practitioner.  We  are  proposing  that  the 
content  include  a  statement  for  each 
concern  that  the  care  did  or  did  not 
meet  the  standard  of  care,  the  standard 
identified  by  the  QIO  for  each  of  the 
concerns,  and  a  summary  of  the  specific 
facts  that  the  QIO  determines  are 
pertinent  to  its  findings.  This  list  makes 
clear  that  §480.132  will  no  longer 
govern  what  information  a  QIO  may 
provide  to  a  beneficiary  in  resolving  a 
complaint.  We  believe  this  approach 
more  fully  supports  the  Court’s  decision 
in  the  Public  Citizen  case. 

In  addition,  we  believe  that  the 
language  under  section  1155  of  the  Act 
supports  the  decision  to  give  all  parties 
the  right  to  request  that  the  QIO 
reconsider  its  initial  decision,  and  we 
are  proposing  to  offer  providers, 
practitioners,  and  beneficiaries  the  right 
to  request  a  reconsideration  in  proposed 
§  476.140(a)  for  complaints  filed  after 
July  31,  2014.  This  includes  proposed 
specific  requirements  regarding  the 
manner  in  which  these  requests  are  to 
be  submitted  and  the  obligations  of 
beneficiaries,  providers,  and 


practitioners  to  participate  in  the 
reconsideration  process  in  proposed 
§  476.140(a)(1)  through  (a)(3).  We  are 
delaying  implementation  of  this  new 
proposed  right  to  ensure  all  processing 
requirements  are  fully  developed  for 
QIOs  to  follow  in  reviewing  these 
reconsideration  requests. 

In  addition  to  proposing  the  specific 
content  of  the  notice  at  proposed 
§  476.130(d)(2)  when  a  final  initial 
determination  is  issued  and  under 
proposed  §  476.140(b)  when  a 
reconsideration  final  decision  is  issued, 
we  are  proposing  to  make  corresponding 
changes  to  existing  §§  480.132(a)  and  (b) 
and  480.133(a)  (proposed  new 
paragraph  (a)(2)(iv)).  In  order  to  make 
clear  that  §  480.132  relates  solely  to  a 
beneficiary’s  request  for  information, 
but  not  to  a  beneficiary’s  receipt  of 
information  from  a  QIO  in  resolution  of 
a  complaint  review,  we  are  proposing 
the  inclusion  of  a  cross-reference  to 
§§  476.130(d)  and  476.140(b)  in 
paragraph  (a).  Similarly,  we  are 
proposing  to  include  language  in 
§480.132  (a)(l)(iii)  to  denote  that  the 
removal  of  all  other  patient  and 
practitioner  identifiers  does  not  apply  to 
disclosures  described  in  §480.132  (b). 
We  also  are  proposing  clarifications  to 
§  480.132(b)  to  improve  the  link 
between  paragraph  (b)  and  the 
provisions  of  §  478.24,  which  are  cross- 
referenced  in  paragraph  (b).  We  note 
that  §  478.24  does  not  require  seeking 
the  advice  or  consent  of  the  practitioner 
that  treated  the  patient,  nor  does  it 
prohibit  the  QIO  from  disclosing 
practitioner  identifiers.  We  have  made 
this  clear  by  proposing  the  deletion  of 
paragraph  (b)(l)(i)  cmd  added  language 
to  the  end  of  current  paragraph  (b)(l)(ii) 
to  indicate  that  the  information 
provided  under  §  478.24  includes 
relevant  practitioner  identifiers.  With 
the  deletion  of  paragraph  (b)(l)(i),  there 
is  no  longer  a  need  for  multiple 
paragraphs  in  (b)(1).  Therefore,  we  are 
proposing  to  eliminate  the  current 
designation  for  paragraph  (b)(l)(ii),  with 
the  provision  being  included  as  part  of 
paragraph  (b)(1).  We  also  are  proposing 
a  corresponding  change  to 
§  480.133(a)(2)(iv)  that  makes  clear  a 
practitioner’s  or  provider’s  consent  is 
not  required  prior  to  releasing 
information  to  a  beneficiary  in 
connection  with  an  initial  denial 
determination  or  in  providing  a 
beneficiary  with  the  results  of  the  QIO’s 
findings  related  to  a  beneficiary 
complaint  review  as  described  in 
§§  476.130(d)  and  476.140(b). 

We  also  are  proposing  to  remove  from 
existing  §  480.132(a)(2)  and  (c)(1)  the 
right  of  an  attending  practitioner  to 
direct  a  QIO  to  withhold  information 
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based  on  a  “harm”  determination.  This 
includes  the  proposed  removal  of  the 
requirement  from  existing 
§  480.132(c)(2)  that  a  QIO  release  results 
to  a  beneficiary’s  representative  if  a 
“harm”  determination  has  been  made 
by  the  attending  practitioner.  This  also 
includes  our  proposed  decrease  in  the 
timeframe  that  QIOs  must  follow  in 
responding  to  a  beneficiary’s  request  for 
information  (in  any  situation,  as  well  as 
in  the  context  of  a  beneficiary 
complaint)  in  §  480.132(a)(2)  from  30 
calendar  days  to  14  calendar  days.  This 
timeframe  is  strictly  related  to  those 
situations  where  a  beneficiary  is  making 
a  request  for  information  amd  will  no 
longer  be  associated  with  obtaining 
responses  to  beneficiary  complaints, 
which  are  detailed  in  proposed 
§§  476.130(d)  and  476.140(b).  We 
believe  the  decrease  from  30  calendar 
days  to  14  calendar  days  is  warranted  in 
light  of  the  improved  ability  to  maintain . 
data,  including  in  electronic  formats,  so 
that  less  time  is  needed  when 
responding  to  requests.  The  proposed 
changes  would  ensure  that  Medicare 
beneficiaries  have  more  control  over  the 
designation  of  their  representatives  and 
also  give  a  QIO  more  appropriate  steps 
to  follow  in  identifying  a  representative 
when  one  is  actually  needed.  As  an 
example,  the  existing  regulations  at 
§  480.132(c)(3)  direct  a  QIO  to  “first” 
look  to  the  medical  record  to  identify  a 
representative  but  then  direct  the  QIO  to 
“rely  on  the  attending  practitioner”  if 
no  information  is  contained  in  the 
medical  record.  The  changes  we  are 
proposing  to  §  480.132(c)  place  more 
emphasis  on  the  obligation  of  the  QIO 
to  follow  the  requirements  under  State 
law  regarding  the  designation  of  health 
care  representatives  or  agents,  rather 
than  focusing  on  “where”  the 
information  might  be  contained.  , 

Lastly,  at  proposed  §  476.140(b),  we 
are  specifying  that  the  QIO  must  notify 
the  beneficiary  and  the  practitioner  and/ 
or  provider  of  its  final,  reconsidered, 
decision  within  72  hours  after  receipt  of 
the  request  for  a  reconsideration  or,  if 
later,  72  hours  after  receipt  of  any 
medical  or  other  records  needed  for 
such  a  reconsideration.  The  QIO  may  do 
so  orally,  by  telephone,  in  order  to  meet 
this  timeframe.  Proposed  §  476.140(b)(1) 
also  would  specify  that  a  written  notice 
must  be  mailed  by  noon  of  the  next 
calendar  day  and  specifies  the  content 
of  the  notice.  In  addition,  proposed 
§  476.140(b)(2)  describes  the  QIO’s 
authority  to  provide  information  in  its 
final  decision  to  beneficiaries,  providers 
and/or  practitioners  regarding 
improvement  opportunities.  The 
information  QIOs  provide  regarding 


potential  improvements  could  include 
specific  opportunities  related  to  the 
practitioner’s  or  the  provider’s  delivery 
of  care  and/or  even  broader 
improvements  focusing  on  the 
community  served  by  the  practitioners 
and/or  the  providers.  Some  QIOs  have, 
in  fact,  been  providing  this  information 
to  beneficiaries  since  it  can  offer  the 
beneficiaries  assurance  that  their 
complaints  and  any  underlying 
problems  are  being  addressed. 

We  are  proposing  to  include  under 
proposed  new  §476.150  specific 
requirements  for  QIOs  to  follow  in 
response  to  abandoned  complaints.  We 
believe  that  these  instructions  are 
necessary  in  light  of  a  QIO’s  experience 
when  handling  complaints  where  a 
Medicare  beneficiary  initially  submits  a 
complaint  but  then  all  attempts  by  the 
QIO  to  contact  the  beneficiary  are 
unsuccessful.  Historically,  QIOs  have 
been  responsible  for  continual  follow¬ 
up  with  beneficiaries,  even  if  months 
later  the  beneficiary  still  had  not 
responded.  We  believe  that  giving  QIOs 
the  discretion  to  close  these  cases  will 
eliminate  this  unnecessary  follow-up 
and  reduce  costs.  Moreover,  it  will 
alleviate  provider’s  and/or  practitioner’s 
concern  in  those  situations  where  the 
QIO  may  have  already  reached  out  to 
them  about  a  potential  complaint.  We 
also  are  proposing  to  add  under 
proposed  §  476.150(b)  instructions  for 
QIOs  to  follow  in  those  situations, 
which  we  believe  will  be  rare,  where  a 
QIO  must  reopen  a  beneficiary 
complaint  review.  We  would  have  QIOs 
apply  the  same  procedures  that  appear 
in  the  already  existing  regulations  at 
§476.96  for  the  reopening  of  cases 
involving  initial  denial  determinations 
and  changes  as  a  result  of  DRG 
validation,  simply  using  those  same 
procedures  for  a  different  purpose.  We 
are  proposing  to  do  this  by  placing  a 
reference  in  §  476.150(b)  to  the 
procedures  in  §476.96. 

2.  Completion  of  General  Quality  of 
Care  Reviews 

Although  the  QIO’s  responsibility  for 
completing  quality  of  care  reviews  is 
already  set  forth  in  the  QIO  program 
regulations  at  existing  §  476.71(a)(2),  the 
procedures  that  QIOs  use  in  completing 
these  reviews  are  not.  Again,  the  precise 
steps  that  QIOs  use  in  completing  these 
reviews  were  established  through 
manual  instructions.  However,  we 
believe  that  the  proposed  changes 
discussed  below  are  necessary  to  the 
processing  of  these  reviews  in  light  of 
the  knowledge  wahave  gained  since  the 
program  began.  We  believe  that  these 
proposed  changes  can  bring  about 
necessary  improvements  as  quickly  as 


possible  and  also  support  our  efforts  to 
thoroughly  evaluate  how  the  program 
should  be  structured  moving  forward. 

First,  in  proposed  new  §  476.160(a)(1), 
we  are  proposing  to  specify  those 
circumstances  in  which  a  QIO  may 
conduct  a  general  quality  of  care  review. 
These  circumstances  would  include 
those  situations  where  a  potential 
quality  of  care  issue  is  referred  to  the 
QIO  by  another  source,  such  as  by 
another  CMS  contractor,  an  individual 
submitting  a  request  anonymously,  or 
another  Federal  or  State  entity.  In 
addition,  we  recognize  that  more 
frequently  the  QIOs  are  working  to  use 
the  substantial  data  available  to  them  to 
identify  potential  areas  where 
improvements  in  the  quality  of  health 
caie  could  be  attained,  and  we  believe 
these  instances  should  be  accounted  for 
as  we  move  forward.  We  also  are  aware 
that  QIOs  frequently  identify  potential 
quality  of  care  issues  when  conducting 
other  case  review  activities,  including 
medical  necessity  reviews,  expedited 
discharge  appeals,  among  others; 
therefore,  we  have  included  this  as  an 
instance  where  a  general  quality  of  care 
review  can  be  initiated. 

In  proposed  new  §  476.160(a)(2),  we 
are  specifying  that  the  QIO’s  review,  will 
focus  on  all  concerns  raised  by  the 
source  of  a  referral  or  report  and/or 
identified  by  the  QIO.  While  the  episode 
of  care  should  still  be  considered,  it  may 
be  less  significant  for  these  reviews  than 
those  in  response  to  a  complaint 
submitted  by  a  beneficiary,  because  the 
main  goal  of  complaint  reviews  is  to 
address  a  beneficiary’s  particular 
experiences  with  receiving  certain 
services  at  a  particular  time.  However, 
we  again  are  proposing  under  proposed 
§  476.160(a)(3)  that  the  QIO  will  use 
evidence-based  standards  of  care  to  the 
maximum  extent  practicable  in 
completing  these  reviews,  and  that  the 
QIO’s  determination  regarding  the 
standard  used  in  completing-the  review 
is  not  subject  to  appeal. 

In  proposed  new  §  476.160(b),  we  are 
proposing  to  specify  the  responsibility 
of  providers  and  practitioners  to  supply 
requested  medical  information.  This 
language  is  identical  to  the  language  in 
proposed  new  §  476.130(b)  applicable  to 
written  beneficiary  complaints, 
including  the  same  10-calendar  day 
timeframe  for  practitioners  and 
providers  to  respond  to  requests  for 
medical  information  and  the  QIO’s  right 
to  request  even  earlier  receipt  when  the 
QIO  preliminarily  determines  that  a 
concern  may  be  serious  enough  to 
qualify  as  a  gross  and  flagrant  or 
substantial  quality  of  care  concern. 
Although  the  decreased  timeframe  is  not 
related  to  the  goal  of  providing 
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beneficiaries  with  more  timely 
resolution  of  their  complaints  (because 
beneficiaries  will  not  be  getting  results 
of  these  reviews),  we  still  believe  there 
is  ample  justification  to  warrant  the 
reduced  timeframe.  Providers  and 
practitioners  will  benefit  from  the  faster 
resolution  of  these  reviews  and  the 
increased  focus  on  identifying  and 
resolving  impediments  to  improved 
health  care  (particularly  in  cases 
involving  potential  serious  concerns). 
These  improvements  will  ultimately 
benefit  patients.  Additionally,  as  with 
written  beneficiary  complaints,  the 
timeframes  are  comparable  to  models 
typically  used  by  vendors.  We  also 
considered  that,  as  with  written 
beneficiary  complaints,  the  QIOs 
currently  use  shorter  timeframes  where 
the  beneficiaries  impacted  by  the 
general  quality  of  care  review  are  still 
receiving  care  (concurrent  review), 
compared  to  those  situations  where  a 
beneficiary  has  already  been  discharged 
(retrospective  review).  Again,  while  we 
are  not  proposing  the  continued  use  of 
the  concurrent  and  retrospective 
designations,  we  recognize  that  there  are 
circumstances,  even  with  general 
quality  of  care  reviews,  where  decreased 
timeframes  are  necessary,  including  the 
10-calendar  day,  or  even  shorter, 
timeframe. 

As  mentioned  previously,  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule 
(77  FR  28119  through  28120),  we 
included  proposed  changes  to  §476.78 
to  add  references  to  “practitioners”  in 
parts  of  this  section,  which  currently 
refer  only  to  “providers,”  in  order  to 
equalize  the  30-day  and  21 -day 
timeframes  for  submitting  records.  We 
also  proposed  changes  to  §  476.90  to 
equalize  the  ramifications  for  not 
submitting  records  on  time  because  we 
see  no  reason  to  differentiate  between  a 
provider’s  and  a  practitioner’s  records. 
While  these  proposed  changes  in  the  FY 
2013  IPPS/LTCH  PPS  proposed  rule 
have  not  been  finalized,  we  are 
proposing  here  to  modify  the  current 
general  30-day  and  21-day  timeframes 
in  §  476.78(b)  to  reflect  the  new 
timeframes  in  §§  476.130(h)  and 
476.160(h),  which  apply  only  to  records 
submitted  for  purposes  of  beneficiary 
complaint  and  general  quality  reviews. 
We  also  are  requesting  public  comment 
on  whether  changes  similar  to  those  we 
are  proposing  for  beneficiary  complaints 
and  general  quality  of  care  reviews, 
including  shortening  of  the  30-day  and 
21-day  timeframes,  should  be 
incorporated  more  broadly  into 
§  476.78(b)  for  requests  for  medical 
information  in  general,  for  any  kind  of 
QIO  reviews,  including  nonquality 


related  reviews.  We  are  proposing  to 
apply  a  shorter  timeframe  for  all  of  a 
QIO’s  requests  for  records,  without 
limiting  this  application  to  beneficiary 
complaints  or  general  quality  reviews  in 
just  one  instance:  Where  secure 
transmissions  of  electronic  versions  of 
medical  information  are  available.  Our 
proposal  regarding  secure  transmissions 
of  electronic  versions  of  medical 
information  is  discussed  more  fully  later 
in  this  section. 

We  also  are  proposing  new 
§  476.160(c),  which  would  specify  that 
the  QIO  peer  reviewer  will  render  the 
initial  determination  within  7  calendar 
days  of  the  receipt  of  all  medical 
information;  this  paragraph  is 
substantially  different  from  the 
proposed  beneficiary  complaint  review 
procedures  in  proposed  new  §476.130 
in  two  areas.  First,  beneficiaries  would 
not  be  provided  any  information 
regarding  these  reviews.  Although  we 
recognize  that,  at  times,  potential 
quality  concerns  a  QIO  identifies  could 
impact  a  specific  beneficiary,  we  believe 
that  this  type  of  review  does  not  warrant 
any  communication  directly  to  the 
beneficiary.  In  fact,  we  believe  that 
giving  feedback  of  potentially  poor  care 
to  an  unknowing  beneficiary  could 
cause  more  anxiety  than  is  warranted  hy 
the  circumstances,  and  that  is  not  our 
goal.  We  also  recognize  that,  in  many 
situations,  the  reviews  could  relate  to  or 
involve  numerous  beneficiaries. 
However,  those  beneficiaries  may  only 
be  a  sample  of  the  beneficiaries 
potentially  impacted.  This  is 
particularly  true  in  those  circumstances 
where  the  QIO  is  reviewing  system- 
related  aspects  of  care,  and  it  will  be 
incumbent  upon  the  QIO  to  determine 
what  medical  information — and  by 
extension  the  sample  of  beneficiaries 
receiving  care — to  be  analyzed  in 
completing  these  reviews. 

Second,  we  are  proposing  that 
practitioners  and  providers  not  be  given 
an  opportunity  to  discuss  the  QIO’s 
initial  determination  before  it  becomes 
final.  The  QIO’s  obligation  to  provide  an 
opportunity  for  discussion  is  specific  to 
the  QIO’s  responsibility  to  review 
beneficiary  complaints  under  section 
1154(a)(14)  of  the  Act.  This  same 
obligation  is  not  dictated  by  section 
1154(a)(1)(B)  of  the  Act  on  which  the 
QIO’s  authority  to  conduct  general 
quality  of  care  reviews  is  based.  We 
believe  that  giving  such  an  opportunity 
is  not  necessary,  particularly  because 
these  discussions  frequently  become,  in 
effect,  an  entirely  new  review  by  the 
QIO  and  not  merely  a  discussion,  and 
because  we  are  already  proposing  at 
proposed  new  §  476.170(a)  that  the 
practitioner  and/or  provider  be  given 


the  right  to  request  a  reconsideration  of 
the  QIO’s  initial  determination.  As  with 
beneficiary  complaint  reviews,  we  are 
proposing  that  this  right  not  be  available 
until  after  July  31,  2014,  to  give  us  time 
to  fully  establish  the  process 
requirements  and  ensure  that  this  right 
is  meaningful  for  providers  and 
practitioners. 

In  addition,  under  proposed  new 
§  476.170(a)(1)  through  (a)(3),  we  are 
proposing  requirements  similar  to  those 
in  §  476.140  regarding  the  timeframe  for 
submitting  a  request  for  a 
reconsideration,  the  obligation  of  a 
practitioner  and/or  provider  to  be 
available  to  answer  questions  or  supply 
information,  as  well  as  the  QIO’s 
obligation  to  offer  the  provider  the 
opportunity  to  provide  information  as 
part  of  the  reconsideration  request.  We 
also  proposed  provisions  under 
proposed  new  §  476.170(b)  concerning 
the  QIO’s  issuance  of  its  final  decision. 
This  includes  the  requirement  that  the 
QIO’s  decision  be  issued  within  72 
hours  after  receipt  of  the  request  for  a 
reconsideration,  or,  if  later,  72  hours 
after  receiving  any  medical  information 
or  other  records  needed  for  such  a 
reconsideration,  the  specific  content  of 
the  final  decision,  and  the  right  of  the 
QIO  to  provide  information  to  the 
provider  or  practitioner  regarding 
opportunities  for  improving  care  given 
to  beneficiaries  based  on  the  specific 
findings  of  its  review.  The  information 
QIOs  provide  regarding  potential 
improvements  could  include  specific 
opportunities  related  to  the 
practitioner’s  or  provider’s  delivery  of 
care  and/or  even  broader. improvements 
focusing  on  the  community  served  by 
the  practitioners  and/or  providers. 

C.  Use  of  Confidential  Information  That 
Explicitly  or  Implicitly  identifies 
Patients 

The  QIO  regulations  at  §  480.101(b) 
define  any  information  that  explicitly  or 
implicitly  identifies  an  individual 
patient  as  confidential  information. 
Although  provisions  are  included  in  42 
CFR  Part  480  governing  a  practitioner’s 
and/or  provider’s  right  to  allow  a  QIO 
to  use  or  disclose  confidential 
information  about  the  named 
practitioner  or  provider  (§§  480.105(b), 
480.133(a)(2)(iii),  and  480.140(d)),  a 
similar  right  is  not  conveyed  for 
beneficiaries.  Thus,  QIOs  are  prohibited 
from  obtaining  a  beneficiary’s 
authorization  to  use  or  disclose  the 
beneficiary’s  confidential  information, 
even  in  situations  where  a  use  or 
disclosure  could  be  helpful  to  the 
beneficiary  and  his  or  her  health  care  or 
even  where  the  beneficiary  specifically 
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asks  the  QIO  to  disclose  the 
information.  , 

One  of  the  key  challenges  for  the  QIOs 
is  identifying  improvements  in  health 
care  delivery  systems.  In  fact,  the 
“patient-centeredness”  aim  of  the  QIO’s 
current  scope  of  work  requires  more 
patient  involvement,  and  the  goal  of 
many  patient  and  family  engagement 
efforts  is  to  incorporate  “real-world 
person’s”  experiences  to  demonstrate 
the  compelling  and  urgent  need  for 
healthcare  delivery  reform. 

Additionally,  beneficiaries  have  asked 
to  participate  in  the  QIO’s  work  in  a 
meaning^l  way.  Unfortunately,  we  are 
often  unable  to  accommodate  these 
requests  in  light  of  the  current 
regulatory  restriction.  We  believe  that 
this  restriction,  which  was  developed 
many  years  ago,  is  outdated,  and  that 
beneficiaries  should  be  given  the  right 
to  make  choices  regarding  the  use  and 
disclosure  of  their  confidential 
information. 

As  such,  we  are  proposing  new 
§  480.145  that  will  govern  a 
beneficiary’s  right  to  authorize  a  QIO’s 
use  or  disclosure  of  the  beneficiary’s 
confidential  information.  Under 
proposed  §  480.145(a),  we  are  proposing 
that  a  QIO  may  not  use  or  disclose  a 
beneficiary’s  confidential  information 
without  an  authorization  from  the 
beneficiary  and  that  the  QIO’s  use  or 
disclosure  must  be  consistent  with  the 
authorization.  In  proposed 
§  480.145(b)(1)  through  (b)(6),  we  have 
listed  those  aspects  of  an  authorization 
necessary  to  make  the  authorization 
valid.  This  includes  the  requirements 
that  a  specific  and  meaningful 
description  of  the  confidential 
information  be  included,  the  name(s)  of 
the  QIO  and  QIO  point  of  contact 
making  the  request  to  use  or  disclose  the 
information,  the  name  or  other  specific 
identification  of  the  person,  or  class  of 
persons  to  whom  the  QIO  may  make  the 
requested  use  or  disclosure,  a 
description  of  the  purpose(s)  of  the  use 
or  disclosure,  the  date  or  event  upon 
which  the  authorization  will  expire,  and 
the  signature  and  date  of  the  beneficiary 
authorizing  the  use  and/or  disclosure  of 
the  information.  We  also  are  proposing 
in  §  480.145(c)(1)  and  (c)(2)  that  the 
authorization  must  contain  a  statement 
that  the  beneficiary  maintains  the  right 
to  revoke  his  or  her  authorization  in 
writing  and  that  the  QIO  must  specify 
any  exceptions  to  the  right  to  revoke,  as 
well  as  the  process  a  beneficiary  must 
use  to  revoke  the  authorization.  In 
addition,  at  §  480.145(c)(3),  we  are 
proposing  the  requirement  that  the  QIO 
convey  to  the  beneficiary  its  inability  to 
condition  the  review  or  other  activities 
it  is  responsible  for  (such  as  beneficiary 


complaint  reviews,  medical  necessity  of 
a  beneficiary’s  services,  or  discharge 
appeals)  on  the  beneficiary’s 
authorization.  We  also  are  proposing 
under  §  480.145(c)(4)  to  m^e  clear  the 
consequences  of  authorizing  the  use  or 
disclosure  of  information,  and  the  fact 
that  the  QIO  may  be  unable  to  protect 
the  information  firom  redisclosure.  In 
§  480.145(d),  we  are  proposing  that  an 
authorization  must  be  written  in  plain 
language,  and  in  §  480.145(e)  that  a  QIO 
must  provide  the  beneficiary  with  a 
copy  of  the  signed  authorization.  Lastly, 
although  we  make  reference  to  a 
beneficiary’s  right  to  revoke 
authorization  in  proposed 
§  480.145(c)(1),  in  paragraph  (f)  we  are 
proposing  a  specific  provision  that  will 
make  clear  that  a  beneficiary  may 
revoke,  in  writing,  an  authorization  at 
any  time,  except  when  the  QIO  has 
taken  action  in  reliance  upon  the 
authorization. 

We  believe  that  these  proposed 
changes  appropriately  relax  some  of  the 
historical  restraints  on  the  QIO’s  use  of 
a  beneficiary’s  confidential  information, 
enable  QIOs  to  better  meet  the  needs  of 
Medicare  beneficiaries,  and  give 
beneficiaries  the  opportunity  to 
participate  in  efforts  to  improve  the 
quality  of  their  health  care. 

D.  Secure  Traiismissions  of  Electronic 
Versions  of  Medical  Information 

When  the  QIO  program  regulations 
were  first  written  in  1985,  computers, 
along  with  digitally  or  electronically 
stored  information,  were  still  in  their 
infancy.  Thus,  the  QIO  program 
regulations  were  written  based  on  the 
perspective  that  most  information 
sharing  would  be  through  the  exchange 
of  paper  copies  of  medical  records  and 
other  information.  Since  that  time,  we 
have  seen  great  advances  in  the  ability 
to  electronically  share  data,  whether 
through  the  use  of  mass.storage  devices 
(flash  drives),  the  sending  and  receipt  of 
electronic  facsimiles,  and  even  the  use 
of  email.  At  the  sam6  time,  several  laws, 
including  HIPAA  and  the  Federal 
Information  Security  and  Management 
Act  (FISMA),  have  been  established  to 
protect  sensitive  information.  However, 
because  the  QIO  program  regulations 
have  not  undergone  significant 
modification  since  they  were  originally 
adopted,  the  regulations  do  not  account 
for  electronic  sharing  of  information  and 
the  QIOs’  work  is  carried  out  within  the 
context  of  exchanging  paper  copies  of 
documents  and  information.  At  times, 
this  creates  additional  work  and  costs 
because  those  providers  and 
practitioners  who  have  the  ability  to 
securely  share  electronic  versions  of 
medical  records  must  actually  print  out 


the  records  and  pay  to  have  the  paper 
copies  mailed  to  the  QIOs.  To  address 
these  issues,  we  are  proposing  to  revise 
existing  §  476.78(b)(2)  to  add  a  new 
paragraph  (iii)  to  make  clear  the  QIOs’ 
right  to  exchange  secure  transmissions 
of  electronic  versions  of  medical 
information,  subject  to  a  QIO’s  ability  to 
support  the  exchange  of  the  electronic 
version.  We  believe  that  this  proposal 
would  enable  QIOs  to  receive  and  send 
medical  information  in  a  variety  of 
formats,  including  through  secure 
electronic  faxes,  and  would  reduce  costs 
for  providers  and  practitioners  because 
they  would  no  longer  have  to  print  and 
mail  paper  copies.  In  addition,  to  fully 
take  advantage  of  the  ability  to  receive 
and  send  electronic  versions  of  medical 
information,  we  believe  that  a  reduced 
timeframe  is  warranted  for  those 
instances  where  electronic  versions  are 
to  be  forwarded  in  response  to  requests 
from  a  QIO.  Therefore,  we  are  proposing 
under  proposed  §476.78(b)(2)(iii)  to 
require  providers  and  practitioners  to 
deliver  electronic  versions  of  medical 
information  within  10  calendar  da^s  of 
the  request  fi-om  the  QIO.  As  we  noted 
previously,  changes  to  existing 
§  476.78(b)  have  already  been  proposed 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  28119).  As 
discussed  earlier  in  this  preamble,  we 
are  now  proposing  in  this  CY  2013 
OPPS/ASC  proposed  rule  additional 
changes  to  §  476.78  to  take  into  account 
the  different,  more  expedited 
timeframes  we  are  proposing  for 
medical  records  related  to  beneficiary 
complaint  and  general  quality  of  care 
reviews.  We  also  are  requesting  public 
comments  in  this  proposed  rule  on 
whether  additional  changes  should  be 
made  to  §  476.78(b)  to  expand  the 
different  timeframes  to  cover  medical 
records  for  all  kinds  of  reviews.  We  also 
are  requesting  public  comments  on 
whether  any  modifications  should  be 
made  to  the  reimbursement 
methodologies  for  paper  copies 
described  in  §  476.78(c).  We  note  that 
we  are  carrying  forth  in  this  proposed 
rule  the  proposed  change  to  the  section 
heading  for  §  476.78  that  was  included 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule,  that  is,  the  proposed 
change  fi:om  “Responsibilities  of  health 
care  facilities”  to  “Responsibilities  of 
providers  and  practitioners”. 

E.  Active  Staff  Privileges 

In  our  efforts  to  ensure  the  QIO 
program  is  able  to  meet  the  needs  of 
Medicare  beneficiaries  and  improve  the 
quality  of  health  care  moving  forward, 
we  have  identified  an  aspect  of  the  QIO 
program  regulations  that  has  become 
increasingly  problematic  for  the  QIOs. 
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Under  existing  §  476.98(a)(1),  QIOs  are 
required  to  use  an  individual  with 
“active  staff  privileges  in  one  or  more 
hospitals”  in  making  initial  denial 
determinations.  However,  there  is  an 
accelerating  trend  toward  generalist 
(family  physicians/internists) 
physicians  who  provide  care  solely  in 
the  inpatient  or  outpatient  care  settings 
and  a  corresponding  decline  in  the 
number  of  family  practice  physicians 
who  provide  any  care  in  hospitals.  In 
fact,  many  of  these  individuals  do  not 
provide  any  inpatient  care  and  either 
have  no  hospital  privileges  or  only 
“courtesy”  privileges,  which  do  not 
meet  the  definition  in  existing  §476.1  of 
“active  staff  privileges.”  While  we 
believe  that  the  continued  use  of  peer 
reviewers  is'  necessary  and  vital  to  the 
success  of  the  QIO  program,  the  need  to 
use  physicians  with  “active  staff 
privileges”  is  not.  We  believe  that 
proposing  to  remove  this  requirement 
would  increase  the  number  of  peef 
reviewers  available  for  use  by  the  QIOs, 
which,  at  times,  has  become  particularly 
problematic  for  the  QIOs.  Therefore,  in 
this  proposed  rule,  we  are  proposing  to 
remove  the  definition  of  “active  staff 
privileges”  under  §476.1  and  to  remove 
the  phrase  referring  to  using  individuals 
“with  active  staff  privileges  in  one  or 
more  hospitals  in  the  QIO  area”  in 
making  initial  denial  determinations 
under  §  476.98(a)(1). 

F.  Proposed  Technical  Corrections 

In  addition  to  the  proposed  changes 
discussed  above,  we  are  proposing  to 
make  the  following  technical 
corrections  to  the  QIO  regulations: 

•  In  1989,  several  sections  in  42  CFR 
Part  405  were  redesignated  to  42  CFR 
part  411  (54  FR  41746),  but  the  cross- 
references  to  these  sections  in  the  QIO 
regulations  was  never  made.  Therefore, 
we  are  proposing  to  make  the  following 
reference  changes: 

+-  Changing  the  reference 
“§  405.330(b)”  in  existing  §476. 71(b)  to 
“§  411.400(b)”: 

-f--  Changing  the  reference 
“§  405.332”  in  §  476.74  to  “§  411.402”; 

+  Changing  the  references 
“§  405.310(g)  or  §  405.310(k)”  in 
§476.86  to  “§  411.15(g)  or  §  411.15(k)”. 

•  In  1999,  42  CFR  parts  466,  473,  and 
476  were  redesignated  as  42  CFR  parts 
476,  478,  and  480,  respectively  (64  FR 
66236).  Therefore,  we  are  proposing  to 
make  changes  to  correct  several  cross- 
references  to  sections  in  these  Parts: 

+  Changing  the  reference 
“§  466.73(b)(3)”  in  §476.73  to 
“§476;78(b)(3)”. 

+  Changing  the  reference  “part  473” 
in  §  476.78(f)  to  “part  478”. 


+  Changing  the  refer, ence  “part  473” 
in  §476. 94(c)(3)  to  “part  478”.  4 
+  Changing  the  reference  “§  473.24” 
in  §§480.132  and  480.133  to  “§478.24”. 

+  Changing  the  reference  “§  466.98” 
in  §478.28  to  “§476.98”. 

+  Changing  the  reference  to  “Part 
478”  in  §§478.15,  478.16,  478.20, 

478.38,  478.42,  and  478.48  ter  “Part 
473”. 

+  Changing  the  reference  “§  473.24” 
in  §480.132  to  “§478.24”. 

+  Changing  the  references  “Part  466” 
and  “§473.24”  in  §  480.133(b)  to  “Part 
476”  and  “§478.24”;  respectively. 

•  We  are  proposing  the  deletion  of 
several  provisions  in  Part  476  regarding 
risk-basis  contracts  because  risk-basis 
contracts  previously  under  section  1876 
of  the  Act  no  longer  exist.  As  such, 
these  provisions  are  obsolete  and  no 
longer  used  under  the  QIO  program. 
Specifically,  we  are  deleting  the 
following  sentence  from  §  476.70(a): 
“Section  1154(a)(4)  of  the  Act  requires 
QIOs,  or,  in  certain  circumstances,  non- 
QIO  entities,  to  perform  quality  of  care 
reviews  of  services  furnished  under 
risk-basis  contracts  by  health 
maintenance  organizations  (HMOs)  and 
competitive  medical  plans  (CMPs)  that 
are  covered  under  subpart  C  of  part  417 
of  this  chapter.”  We  are  proposing  to 
delete  the  following  sentence  from  ' 

§  476.70(b):  “Section  466.72  of  this  part 
also  applies,  for  purposes  of  quality  of 
care  review  under  section  1154(a)(4)  of 
the  Act,  to  non-QIO  entities  that  enter 
into  contracts  to  perform  reviews  of 
services  furnished  under  risk  basis 
contracts  by  HMOs  and  CMPs  under 
subpart  C  of  part  417  of  this  chapter.” 
We  are  proposing  to  delete  §476.72 — 
Review  of  the  quality  of  Ccire  of  risk- 
basis  health  maintenance  organizations 
and  competitive  medical  plans,  in  its 
entirety  for  the  same  reason. 

•  In  §  476.70(a),  we  are  proposing  to 
change  the  word  “basis”  to  “bases”  to 
match  the  title  of  this  section  and  to 
correctly  denote  that  there  is  more  than 
one  statutory  basis  described  in 
paragraph  (a). 

•  We  are  proposing  technical 
corrections  to  sections  in  Part  476  and 
480  to  accurately  reflect  the  transition  to 
Medicare  administrative  contractors 
(MACs)  to  process  Medicare  claims  and 
conduct  other  actions.  This  transition  is 
ongoing,  and  fiscal  intermediaries  and 
carriers  still  exist.  However,  we  believe 
that  the  presence  of  MACs  should  be 
accounted  for  to  accurately  reflect 
current  contractual  relationships.  As 
such,  we  are  proposing  to  incorporate 
references  to  “Medicare  administrator 
contractors”  in  the  following  sections, 
where  appropriate: 


+  §476.1,  in  the  definition  of 
“Preadmission  Certification”; 

+  §  476.71(c)(1); 

+  §  476.73(a); 

+  §476.74(b)  and  (c)(1); 

+  §  476.80  section  heading,  and 
§§  476.80(a),  (a)(1),  (a)(2),  (b)(1),  (c), 
(c)(3)(ii),  (d)(1),  (d)(2),  (e)  paragraph 
heading,  (e)(1),  and  (e)(2); 

-I-  §  476.86(a)(2),  (c)  introductory  text, 
(c)(1),  and  (d): 

+  §476.94(a)(l)(iv)  and  (d); 

+  §  476.104(a);  and 
4-  §  480.105(a). 

•  We  are  proposing  a  technical 
correction  to  §480.139  by  adding  a 
paragraph  “(a)”  in  front  of  “(1)”  to  the 
beginning  of  the  text  of  the  section  to 
correct  an  inadvertent  coding  error. 

•  We  are  proposing  to  correct  the 
statutory  citation  in  §  480.132(b)  by 
changing  “section  1154(a)(3)”  to 
“section  1154(a)(2)”. 

XIX.  Files  Available  to  the  Public  via 
tbe  Internet 

The  Addenda  of  the  proposed  rules 
and  the  final  rules  with  comment  period 
will  be  published  and  available  only  via 
the  Internet  on  the  CMS  Web  site.  To 
view  the  Addenda  of  this  proposed  rule 
pertaining  to  the  proposed  CY  2013 
payments  under  the  OPPS,  go  to  the 
CMS  Web  site  at:  http://wwwxms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Paymen  t/Hospi  talOu  tpa  tientPPS/ 
Hospital-Outpatient-Regulations-and- 
Notices.html  and  select  “1589-P”  from 
the  list  of  regulations.  All  Addenda  for 
this  proposed  rule  are  contained  in  the 
zipped  folder  entitled  “2013  OPPS 
1589-P  Addenda”  at  the  bottom  of  the 
page. 

To  view  the  Addenda  of  this  proposed 
rule  pertaining  to  the  proposed  CY  2013 
payments  under  the  ASC  payment 
system,  go  to  the  CMS  Web  site  at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
ASCPayment/ ASC-ReguIations-and- 
Notices.html  and  select  “1589— P”  from 
the  list  of  regulations.  All  Addenda  for 
this  proposed  rule  are  contained  in  the 
zipped  folder  entitled  “Addenda  AA, 
BB,  DDl  and  DD2”,  and  “Addendum 
EE”  at  the  bottom  of  the  page. 


A.  Legislative  Requirements  for 
Solicitation  of  Comments 

Under  the  Paperwork  Reduction  Act 
of  1995,  we  are  required  to  provide  60- 
day  notice  in  the  Federal  Register  and 
to  solicit  public  comment  before  a 
collection  of  information  requirement  is 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 


XX.  Collection  of  Information 
Requirements 
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approval.  In  order  to  fairly  evaluate 
whether  an  information  collection 
should  be  approved  by  OMB,  section 
3506(c)(2)(A)  of  the  Paperwork 
Reduction  Act  of  1995  requires  that  we 
solicit  comment  on  the  following  issues: 

•  The  need  for  the  information  - 
collection  and  its  usefulness  in  carrying 
out  the  proper  functions  of  our  agency. 

•  The  accuracy  of  our  estimate  of  the 
information  collection  burden. 

•  The  quality,  utility,  and  clarity  of 
the  information  to  be  collected. 

•  Recommendations  to  minimize  the 
information  collection  burden  on  the 
affected  public,  including  automated 
collection  techniques. 

In  this  proposed  rule,  we  are 
soliciting  public  comments  on  each  of 
the  issues  outlined  above  as  discussed 
below  that  contained  information 
collection  requirements. 

B.  Proposed  Requirements  in  Regulation 
Text  * 

1.  Proposed  2013  Medicare  EHR 
Incentive  Program  Electronic  Reporting 
Pilot  for  Hospitals  and  CAHs  (§  495.8) 

Under  42  CFR  495.6(f)(9),  we  require 
eligible  hospitals  and  CAHs 
participating  in  the  Medicare  EHR 
Incentive  Program  (which  would 
include  those  participating  in  the 
proposed  2013  Medicare  EHR  Incentive 
Program  Electronic  Reporting  Pilot)  to 
successfully  report  hospital  clinical 
quality  measures  (CQMs)  to  CMS  in  the 
manner  specified  by  CMS.  As  discussed 
in  section  XV.K.  of  this  proposed  rule, 
although  we  are  proposing  that  eligible 
hospitals  and  CAHs  may  continue  to 
attest  CQMs  in  2013,  they  may  also 
choose  to  participate  in  the  proposed 
2013  Medicare  EHR  Incentive  Program 
Electronic  Reporting  Pilot  for  Hospitals 
and  CAHs.  We  are  proposing  that 
eligible  hospitals  and  CAHs 
participating  in  the  2013  Medicare  EHR 
Incentive  Program  Electronic  Reporting 
Pilot  must  submit  CQM  data  on  all  15 
CQMs  (listed  in  Table  10  of  the  final 
rule  (75  FR  44418  through  44420)  for 
the  Medicare  and  Medicaid  EHR 
Incentive  Program)  to  CMS,  via  a  secure 
transmission  based  on  data  obtained 
from  the  eligible  hospital  or  CAH’s 
certified  EHR  technology. 

Eligible  hospitals  and  CAHs  are 
required  to  report  on  core  and  menu  set 
criteria  for  Stage  1  meaningful  use.  The 
reporting  of  clinical  quality  measures  is 
part  of  the  core  set.  We  estimate  that  it 
would  take  an  eligible  hospital  or  CAH 
0.5  hour  to  submit  the  required  CQM 
information  via  the  proposed  2013 
Medicare  EHR  Incentive  Program 
Electronic  Reporting  Pilot.  Therefore, 
the  estimated  total  burden  for  all  4,922 


Medicare  eligible  hospitals  and  CAHs 
participating  in  the  reporting  Pilot 
(3,620  acute  care  hospitals  and  1,302'  • 
CAHs)  is  2,461  hours. 

We  believe  that  an  eligible  hospital  or 
CAH  might  assign  a  computer  and 
information  systems  manager  to  submit 
the  CQM  information  on  its  behalf.  We 
estimate  the  cost  burden  for  an  eligible 
hospital  or  CAH  to  submit  to  the  CQMs 
and  hospital  quality  requirements  is 
$30.21  (0.5  hour  x  $60.41  mean  hourly 
rate  for  a  computer  and  information 
systems  manager  based  on  the  2011 
Bureau  of  Labor  Statistics)  and  the  total 
estimated  annual  cost  burden  for  all 
eligible  hospitals  and  CAHs  to  submit 
the  required  CQMs  is  $148,694  ($30.21 
X  4,922  hospitals  and  CAHs).  We  are 
soliciting  public  comments  on  the 
estimated  numbers  of  eligible  hospitals 
and  CAHs  that  may  register  for  the 
Medicare  EHR  Incentive  Program 
Electronic  Reporting  Pilot  that  would 
submit  the  CQM  information  via  the 
proposed  Electronic  Reporting  Pilot  in 
FY  2013.  We  also  are  inviting  comments 
on  the  type  of  personnel  or  staff  that 
would  most  likely  submit  on  behalf  of 
eligible  hospitals  and  CAHs. 

C.  Proposed  Associated  Information 
Collections  Not  Specified  in  Regulatory 
Text 

In  this  proposed  rule,  we  make 
reference  to  proposed  associated 
information  collection  requirements  that 
are  not  discussed  in  the  regulation  text 
contained  in  this  proposed  rule.  The 
following  is  a  discussion  of  those 
requirements. 

1.  Hospital  OQR  Program 

As  previously  stated  in  section  XIV.  of 
the  CY  2012  OPPS/ASC  final  rule  with 
comment  period,  the  Hospital  OQR 
Program  has  been  generally  modeled 
after  the  quality  data  reporting  program 
for  the  Hospital  IQR  Program.  We  refer 
readers  to  the  CY  2011  OPPS/ASC  final 
rule  with  comment  period  (75  FR  72064 
through  72110  and  72111  through 
72114)  and  the  CY  2012  OPPS/ASC 
final  rule  with  comment  period  (76  FR 
74549  through  74554)  for  detailed 
discussions  of  the  Hospital  OQR 
Program  information  collection 
requirements  we  have  previously 
finalized. 

2.  Hospital  OQR  Program  Measures  for 
the  CY  2012,  CY  2013,  CY  2014,  and  CY 
2015  Payment  Determinations 

a.  Previously  Adopted  Hospital  OQR 
Program  Measures  for  the  CY  2012,  CY 
2013,  and  CY  2014  Payment 
Determinations 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68766),  we 


retained  the  7  chart-abstracted  measures 
we  used  in  CY  2009  and  adopted  4  new 
claims-based  imaging  measures  for  the 
CY  2010  payment  determination, 
bringing  the  total  number  of  quality 
measures  for  which  hospitals  had  to 
submit  data  to  11  measures.  In  the  CY 

2010  OPPS/ASC  final  rule  with 
comment  period  (74  FR  60637),  we 
required  hospitals  to  continue  to  submit 
data  on  the  same  11  measures  for  the  CY 

2011  payment  determination.  The 
burden  associated  with  the 
aforementioned  data  submission 
requirements  is  currently  approved 
under  OCN:  0938-1109.  This  approval 
expires  on  October  31,  2013. 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  (75  FR  72071 
through  72094),  we  adopted  measures 
for  the  CY  2012,  CY  2013,  and  CY  2014 
payment  determinations. 

For  the  CY  2012  payment 
determination,  we  retained  the  7  chart- 
abstracted  measures  and  the  4  claims- 
based  imaging  measures  we  used  for  the 
CY  2011  payment  determination.  We 
also  adopted  1  structural  HIT  measure 
that  tracks  HOPDs’  ability  to  receive 
laboratory  results  electronically,  and  3 
claims-based  imaging  efficiency 
measures.  These  actions  bring  the  total 
number  of  measures  for  the  CY  2012 
payment  determination  for  which 
hospitals  must  submit  data  to  15 
measures.  In  the  CY  2011  OPPS/ASC 
final  rule  with  comment  period  (75  FR 
72112  through  72113),  we  discussed  the 
burden  associated  with  these 
information  collection  requirements. 

For  the  CY  2013  payment 
determination,  we  required  that 
hospitals  continue  to  submit  data  for  all 
of  the  quality  measures  that  we  adopted 
for  the  CY  2012  payment  determination.. 
We  also  adopted  1  structural  HIT 
measure  assessing  the  ability  to  track  . 
clinical  results  between  visits,  6  new 
chart-abstracted  measures  on  the  topics 
of  HOPD  care  transitions  and  ED 
efficiency,  as  well  as  1  chart-abstracted 
ED-AMI  measure  that  we  proposed  for 
the  CY  2012  payment  determination  but 
which  we  decided  to  finalize  for  the  CY 
2013  payment  determination.  These 
actions  bring  the  total  number  of  quality 
measures  for  the  CY  2013  payment 
determination  for  which  hospitals  must 
submit  data  to  23  measures. 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period  (75  FR  72071 
through  72094),  for  the  CY  2014 
payment  determination,  we  retained  the 
CY  2013  payment  determination 
measures,  but  did  not  adopt  any 
additional  measures.  In  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period  (75  FR  72112  through  72113),  we 
discussed  the  burden  associated  with 
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these  information  collection 
requirements. 

b.  Hospital  OQR  Program  Measures  for 
the  CY  2014  Payment  Determination 

In  the  CY  2011  OPPS/ASC  final  rule 
with  comment  period,  we  did  not  adopt 
any  new  measures  for  the  CY  2014 
payment  determination.  In  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period,  we  added,  for  the  CY  2014 
payment  determination,  1  chart- 
abstracted  measure  and  2  structural 
measures  (including  hospital  outpatient 
volume  data  for  selected  outpatient 
surgical  procedures).  However,  as 
discussed  at  76  FR  74456,  we  did  not 

Measures  Required  for  Hospital  OQR  Program  CY  2014  and  Subsequent  Years  Payment  Determinations 


OP-1 :  Median  Time  to  Fibrinolysis 

OP-2:  Fibrinolytic  Therapy  Received  Within  30  Minutes 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention 

OP-4:  Aspirin  at  Arrival 

OP-5:  Median  Time  to  ECG 

OP-6:  Timing  of  Antibiotic  Prophylaxis 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain 

OP-9:  Mammography  Follow-up  Rates 

OP-10:  Abdomen  CT — Use  of  Contrast  Material 

OP-11:  Thorax  CT — Use  of  Contrast  Material 

OP-12:  The  Ability  for  Providers  with  HIT  to  Receive  Laboratory  Data  Electronically  Directly  into  their  Qualified/Certified  EHR  System  as  Dis¬ 
crete  Searchable  Data 

OP-13:  Cardiac  Imaging  for  Preoperative  Risk  Assessment  for  Non  Cardiac  Low  Risk  Surgery 
OP-14:  Simultaneous  Use  of  Brain  Computed  Tomography  (CT)  and  Sinus  Computed  Tomography  (CT) 

OP-15:  Use  of  Brain  Computed  Tomography  (CT)  in  the  Emergency  Department  for  Atraumatic  Headache* 

OP-16:  Troponin  Results  for  Emergency  Department  acute  myocardial  infarction  (AMI)  patients  or  chest  pain  patients  (with  Probable  Cardiac 
Chest  Pain)  Received  Within  60  minutes  of  Arrival 
OP-17:  Tracking  Clinical  Results  between  Visits 

OP-18:  Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients 
OP-19:  Transition  Record  with  Specified  Elements  Received  by  discharged  ED  Patients** 

OP-20:  Door  to  Diagnostic  Evaluation  by  a  Qualified  Medical  Professional 
OP-21:  ED — Median  Time  to  Pain  Management  for  Long  Bone  Fracture 
OP-22:  ED — Patient  Left  Without  Being  Seen 

OP-23:  ED — Head  CT  Scan  Results  for  Acute  Ischemic  Stroke  or  Hemorrhagic  Stroke  who  Received  Head  CT  Scan  Interpretation  Within  45 
minutes  of  Arrival 

OP-24:  Cardiac  Rehabilitation  Patient  Referral  from  an  Outpatient  Setting  *** 

OP-25:  Safety  Surgery  Checklist 

OP-26:  Hospital  Outpatient  Volume  Data  on  Selected  Outpatient  Surgical  Procedures 


Procedure  category 

Corresponding  HCPCS  Codes 

Gastrointestinal . 

40000  through  49999,  G0104,  G0105,  G0121,  C9716,  C9724,  C9725,  and  0170T 

Eye  . 

65000  through  68999,  G0186,  0124T,  0099T,  001 7T,  001 6T.  0123T,  0100T,  0176T,  0177T,  0186T,  0190T,  0191T, 

01 92T,  76510,  and  0099T 

Nervous  System  . 

61000  through  64999,  G0260,  0027T,  021 3T,  021 4T,  021 5T,  021 6T,  021 7T,  021 8T,  and  0062T 

Musculoskeletal  . 

20000  through  29999,  0101T,  0102T,  0062T,  0200T,  and  0201 T 

Skin . 

10000  through  19999,  G0247,  0046T,  0268T,  G0127,  C9726,  and  C9727 

Genitourinary  . 

50000  through  58999,  0193T.  and  58805 

Cardiovascular . 

33000  through  37999 

Respiratory  . . . 

30000  through  32999 

*  Information  for  OP-15  will  not  be  reported  in  Hospital  Compare  in  2012.  Public  reporting  for  this  measure  would  occur  in  July  2013  at  the 
earliest. 

**Data  collection  for  OP-19  was  suspended  effective  with  January  1,  2012  encounters  until  further  notice. 

***Data  collection  for  OP-24  would  be  deferred  from  January  1,  2013  to  January  1,  2014,  and  its  first  application  toward  a  payment  determina¬ 
tion  would  be  for  CY  2015  rather  than  CY  2014. 


implement  public  reporting  of  the 
claims-based  OP:  15  Use  of  Brain 
Computed  Tomography  (CT)  in  the  ED 
for  Atraumatic  Headache.  Because  this 
is  a  claims-based  measure,  hospitals 
continue  to  submit  relevant  claims  to  be 
paid,  but  these  administrative  data  and 
any  measure  calculations  from  them  are 
not  being  made  publicly  available  as 
specified  for  required  hospital 
outpatient  hospital  quality  of  care 
measure  data  under  section 
1833(t)(17)(E)  of  the  Act.  In  addition,  in 
section  XV.C.  of  this  proposed  rule,  we 
are  confirming  that,  using  a 
subregulatory  process,  we  have 
suspended  indefinitely  data  collection 


for  one  measure,  OP-19:  Transition 
Record  with  Specified  Elements 
Received  by  Discharged  Patients,  and 
we  are  proposing  to  defer  data 
collection  for  another,  OP-24:  Cardiac 
Rehabilitation  Patient  Referral  From  an 
Outpatient  Setting.  Thus,  if  this 
proposal  is  finalized,  for  the  CY  2014 
and  subsequent  years  payment 
determinations,  there  would  be  a  total  of 
26  measures,  with  hospitals  reporting 
data  on  only  23  of  them.  The  complete 
measure  set  for  the  CY  2014  and 
subsequent  years  payment 
determinations  would  include  the 
measures  shown  below;  all  measures 
were  previously  adopted.  . 


We  will  calculate  the  seven  claims- 
based  measures  using  Medicare  FFS 
claims  data  and  do  not  require 
additional  hospital  data  submissions. 
With  the  exception  of  OP-22,  we  are 


using  the  same  data  submission 
requirements  related  to  the  chart- 
abstracted  quality  measures  that  are 
submitted  directly  to  CMS  that  we  used 
for  the  CY  2011  and  CY  2012  payment 


determinations.  For  the  four  structural 
measures,  including  the  collection  of 
data  for  all-patient  volume  for  selected 
outpatient  procedures,  hospitals  will 
enter  data  into  a  Web-based  collection 
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tool  during  a  specified  collection  period 
once  annually.  Under  the  Hospital  OQR 
Program  requirements,  hospitals  must 
complete  and  submit  a  notice  of 
participation  form  for  the  Hospital  OQR 
Program  if  they  have  not  already  done 
so  or  have  withdrawn  fi-om 
participation.  By  submitting  this 
document,  hospitals  agree  that  they  will 
allow  CMS  to  publicly  report  the 
measures  for  which  they  have  submitted 
data  under  the  Hospital  OQR  Program. 

For  the  CY  2014  payment 
determination,  the  burden  associated 
with  these  requirements  is  the  time  and 
effort  associated  with  completing  the 
notice  of  participation  form,  and 
collecting  and  submitting  the  data  on 
the  23  measures.  For  the  12  chart- 
abstracted  measures  (including  those 
measures  for  which  data  are  submitted 
directly  to  CMS,  as  well  as  the  OP-22 
measure  for  which  data  will  be 
submitted  via  a  Web-based  tool  rather 
than  via  an  electronic  file),  we  estimate 
that  there  will  be  approximately  3,200 
respondents  per  year.  For  hospitals  to 
collect  and  submit  the  information  on 
the  chart-abstracted  measures  we 
estimate  it  will  take  35  minutes  per 
sampled  case.  Based  upon  the  data 
submitted  for  the  CY  2011  and  CY  2012 
payment  determinations,  we  estimate 
there  will  be  a  total  of  1,628,800  cases 
per  year,  approximately  509  cases  per 
year  per  respondent.  The  estimated 
annual  burden  associated  with  the 
submission  requirements  for  these 
chart-abstracted  measures  is  949,590 
hours  (1,628,800  cases  per  year  x  0.583 
hours  per  case). 

For  the  chart-abstracted  OP-22 
measure  plus  the  structural  measures, 
excluding  the  all-patient  volume  for 
selected  surgical  procedures  measure, 
we  estimate  that  each  participating 
hospital  will  spend  10  minutes  per  year 
to  collect  and  submit  the  required  data, 
making  the  estimated  annual  burden 
associated  with  these  measures  1,603 
hours  (3,200  hospitals  x  0.167  hours  per 
measure  x  3  measures  per  hospital). 

For  the  collection  of  all-patient 
volume  for  selected  outpatient  surgical 
procedures,  because  hospitals  must 
determine  their  populations  for  data 
reporting  purposes  and  most  hospitals 
are  voluntarily  reporting  population  and 
sampling  data  for  Hospital  OQR 
Program  purposes,  we  believe  the  only 
additional  burden  associated  with  this 
requirement  is  the  reporting  of  the  data 
using  the  Web-based  tool.  We  estimate 
that  each  participating  hospital  will 
spend  10  minutes  per  year  to  collect  and 
submit  the  data,  making  the  estimated 
annual  burden  associated  with  this 
measure  53  hours  (3,200  hospitals  x 


0.167  hours  per  measure  x  1  all-patient 
volume  measure  per  hospital). 

c.  Hospital  OQR  Program  Measures  for 
CY  2015 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  for  the  CY  2015 
payment  determination,  we  retained  the' 
requirement  that  hospitals  must 
complete  and  submit  a  notice  of 
participation  form  in  order  to 
participate  in  the  Hospital  OQR 
Program.  For  the  CY  2015  payment 
determination,  we  also  retained  the 
measures  used  for  CY  2014  payment 
determination  (including  the  measures 
adopted  in  the  CY  2012  final  rule  with 
comment  period)  and  did  not  add  any 
additional  measures. 

For  the  CY  2015  payment 
determination,  the  burden  associated 
with  these  requirements  is  the  time  and 
effort  associated  with  completing  the 
notice  of  participation  form,  collecting 
and  submitting  the  data  on  the 
measures,  and  collecting  and  submitting 
all-patient  volume  data  for  selected 
outpatient  surgical  procedures.  For  the 
chart-abstracted  measures,  we  estimate 
that  there  will  be  approximately  3,200 
respondents  per  year.  For  hospitals  to 
collect  and  submit  the  information  on 
the  chart-abstracted  measures  where 
data  is  submitted  directly  to  CMS,  we 
estimate  it  will  take  35  minutes  per 
sampled  case.  Based  upon  the  data 
submitted  for  the  CY  2011  and  CY  2012 
payment  determinations,  we  estimate 
there  will  be  a  total  of  1,628,800  cases 
per  year,  approximately  509  cases  per 
year  per  respondent.  The  estimated 
annual  burden  associated  with  the 
aforementioned  submission 
requirements  for  the  chart-abstracted 
data  is  949,590  hours  (1,628,800  cases 
per  year  x  0.583  hours  per  case).  For  the 
structural  measures,  we  estimate  that 
each  participating  hospital  will  spend 
10  minutes  per  year  to  collect  and 
submit  the  data,  making  the  estimated 
annual  burden  associated  with  these 
measures  1,603  hours  (3,200  hospitals  x 
0.167  hours  per  hospital  x  3  structural 
measures  per  hospital). 

For  the  collection  of  all-patient 
volume  data  for  selected  outpatient 
surgical  procedures,  because  hospitals 
must  determine  their  populations  for 
data  reporting  purposes  and  most 
hospitals  are  voluntarily  reporting 
population  and  sampling  data  for 
Hospital  OQR  purposes,  we  believe  the 
only  additional  burden  associated  with 
this  requirement  will  be  the  reporting  of 
the  data  using  the  Web-based  tool.  We 
estimate  that  each  participating  hospital 
will  spend  10  minutes  per  year  to 
collect  and  submit  the  data,  making  the 
estimated  annual  biurden  associated 


with  this  measure  53  hours  (3,200 
hospitals  X  0.167  hours  per  hospital). 

We  invite  public  comment  on  the 
burden  associated  with  the  information 
collection  requirements. 

3.  Proposed  Hospital  OQR  Program 
Validation  Requirements  for  CY  2014 

In  this  proposed  rule,  we  are 
proposing  to  retain  the  requirements 
related  to  data  validation  for  CY  2014 
that  we  adopted  in  the  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74486)  for  CY  2013,  and  that  we 
revised  in  the  CY  2012  OPPS/ASC  final 
rule  with  comment  period  (76  FR 
74553).  While  these  requirements  are . 
subject  to  the  PRA,  they  are  currently 
approved  under  OCN:  0938-1109.  This 
approval  expires  on  October  31,  2013. 

Similar  to  our  approach  for  the  CY 
2013  Hospital  OQR  Program  payment 
determination  (76  FR  74484  through 
74485),  we  are  proposing  to  continue  to 
validate  data  from  randomly  selected 
hospitals  for  the  CY  2014  payment 
determination,  selecting  450  hospitals. 
We  note- that,  because  hospitals  would 
be  selected  randomly,  every  hospital 
participating  in  the  Hospital  OQR 
Program  would  be  eligible  each  year  for 
validation  selection. 

In  the  CY  2011  OPPS/ASC  proposed 
rule  and  final  rule  with  comment  period 
(75  FR  46381  and  75  FR  72106, 
respectively),  we  discussed  additional 
data  validation  conditions  under 
consideration  for  CY  2013  and 
subsequent  years.  In  the  CY  2012  OPPS/ 
ASC  final  rule  with  comment  period  (76 
FR  74485  and  76  FR  74553),  we 
finalized  a  policy  under  which  we  will 
select  for  validation  up  to  50  additional 
hospitals  based  upon  targeting  criteria. 

For  each  selected  hospital  (random  or 
targeted),  generally  we  will  randomly 
select  up  to  48  patient  encounters  per 
year  (12  per  quarter)  for  validation 
purposes  from  the  total  number  of  cases 
that  the  hospital  successfully  submitted 
to  the  OPPS  Clinical  Warehouse  during 
the  applicable  time  period.  However,  if 
a  selected  hospital  submitted  less  than 
12  cases  in  one  or  more  quarters,  only 
those  cases  available  would  be 
validated. 

The  burden  associated  with  the  CY 
2014  requirement  is  the  time  and  effort 
necessary  to  submit  validation  data  to  a 
CMS  contractor.  We  estimate  that  it 
would  take  each  of  the  sampled 
hospitals  approximately  12  hours  to 
comply  with  these  data  submission 
requirements.  To  comply  with  the 
requirements,  we  estimate  each  hospital 
must  submit  up  to  48  cases  for  the 
affected  year  for  review.  All  selected 
hospitals  must  comply  with  these 
requirements  each  year,  which  would 
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result  in  a  total  of  up  to  24,000  charts 
being  submitted  by  the  sampled 
hospitals.  The  estimated  annual  burden 
associated  with  the  data  validation 
process  for  CY  2014  is  approximately 
6,000  hours. 

We  are  proposing  to  maintain  the 
deadline  of  45  days  for  hospitals  to 
submit  requested  medical  record 
documentation  to  a  CMS  contractor  to 
support  our  validation  process. 

We  invite  public  comment  on  the 
burden  associated  with  these 
information  collection  requirements. 

4.  Proposed  Hospital  OQR  Program 
Reconsideration  and  Appeals 
Procedures 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68779),  we 
adopted  a  mandatory  reconsideration 
process  that  applied  to  the  CY  2010 
payment  decisions.  In  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60654  through  60655),  we 
continued  this  process  for  the  CY  2011 
payment  update.  In  the  CY  2011  OPPS/ 
ASC  final  rule  with  comment  period  (75 
FR  72106  through  72108),  we  continued 
this  process  for  the  CY  2012  payment 
update  with  some  modifications.  We 
eliminated  the  requirement  that  the 
reconsideration  request  form  be  signed 
by  the  hospital  CEO  to  facilitate 
electronic  submission  of  the  form  and 
reduce  hospital  burden.  In  the  CY  2012 
OPPS/ASC  final  rule  with  comment 
period  (76  FR  74487  and  74488  and  76 
FR  74553  and  74554),  we  specified  that 
we  were  continuing  this  process  for  the 
CY  2013  and  subsequent  years’  payment 
determinations.  In  this  CY  2013  OPPS/ 
ASC  proposed  rule,  we  are  proposing  to 
make  one  change  to  this  process — to  add 
a  requirement  that  the  CEO  or 
designated  personnel  must  sign  the 
reconsideration  request.  While  there  is 
burden  associated  with  filing  a 
reconsideration  request,  5  CFR  1320.4  of 
the  Paperwork  Reduction  Act  of  1995 
regulations  excludes  collection 
activities  during  the  conduct  of 
administrative  actions  such  as 
redeterminations,  reconsiderations,  and/ 
or  appeals. 

5.  ASCQR  Program  Requirements 

a.  Claims-Based  Outcome  Measures  for 
the  CY  2014  Payment  Determination 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period  (76  FR  74496 
through  74504),  we  adopted  five  claims- 
based  measures  (four  outcome  and  one 
process)  to  be  used  for  the  CY  2014 
payment  determination.  We  will  collect 
quality  measure  data  for  the  five  claims- 
based  measures  by  using  QDCs  placed 
on  submitted  claims  beginning  with 


services  furnished  from  October  1,  2012 
through  December  31,  2012.  The  five 
outcome  measures  are: 

•  Patient  Burns  (NQF  #0263) 

•  Patient  Falls  (NQF  #0266) 

•  Wrong  Site,  Wrong  Side,  Wrong 
Patient,  Wrong  Procedure,  Wrong 
Implant  (NQF  #0267) 

•  Hospital  Transfer/ Admission  (NQF 
#0265) 

•  Prophylactic  Intravenous  (IV) 
Antibiotic  Timing  (NQF  #0264) 

The  first  four  measures  listed  above 
are  outcome  measures  and  the  fifth 
measure  is  a  process  measure. 

Approximately  71  percent  of  ASCs 
participate  in  Medical  Event  Reporting, 
which  includes  reporting  on  the  first 
four  claims-based  measures  listed 
above.  Between  January  1995  and 
December  2007,  ASCs  reported  126 
events,  an  average  of  8.4  events  per  year 
(Florida  Medical  Quality  Assurance, 

Inc.  and  Health  Services  Advisory 
Group:  Ambulatory  Surgery  Center 
Environmental  Scan  (July  2008) 
(Contract  No.  GS— 10F-0096T)).  Thus, 
we  estimate  the  burden  to  report  QDCs 
on  this  number  of  claims  per  year  for 
the  first  four  claims-based  measures  to 
be  nominal  due  to  the  small  number  of 
cases  (less  than  1  case  per  month  per 
ASC,  or  about  11.8  events  per  year). 

For  the  remaining  claims-based 
measure,  Prophylactic  IV  Antibiotic 
Timing,  we  estimate  the  burden 
associated  with  submitting  QDCs  to  be 
nominal,  as  few  procedures  performed 
by  ASCs  will  require  prophylactic 
antibiotic  administration. 

b.  Claims-Based  Process,  Structural,  and 
Volume  Measures  for  the  CY  2015  and 
CY  2016  Payment  Determinations 

For  the  CY  2015  payment 
determination,  we  finalized  the 
retention  of  the  five  measures  we 
adopted  for  the  CY  2014  payment 
determination,  and  we  added  two 
structural  measures:  Safe  Surgery 
Checklist  Use  and  ASC  Facility  Volume 
Data  on  Selected  ASC  Surgical 
Procedures  (76  FR  74504  through 
74509).  For  the  CY  2015  payment 
determination,  we  are  proposing  that 
the  data  collection  period  for  claims- 
based  measures  would  be  for  services 
furnished  from  January  1,  2013,  through 
December  31,  2013,  that  are  paid  by  the 
administrative  contractor  by  April  30, 
2014. 

For  the  CY  2016  payment 
detennination,  we  finalized  the 
retention  of  the  seven  measures  for  the 
CY  2015  payment  determination  and 
added  Influenza  Vaccination  Coverage 
among  Healthcare  Personnel  (NQF 
#0431)  (76  FR  74509).  For  the  CY  2016 
payment  determination,  we  are 


proposing  that  the  data  collection 
period  for  claims-based  measures  would 
be  for  services  furnished  from  January  1, 
2014,  through  December  31,  2014,  that 
are  paid  by  the  administrative 
contractor  by  April  30,  2015. 

Based  on  our  data  for  CY  2014 
payment  determinations  above, 
extrapolating  to  100  percent  of  ASCs 
reporting,  there  would  be  an  average  of 
11.8  events  per  year.  Thus,  we  estimate 
the  burden  to  report  QDCs  on  this 
number  of  claims  per  year  for  the  first 
four  claims-based  measures  to  be 
nominal  due  to  the  small  number  of 
cases  (approximately  one  case  per 
month  per  ASC)  for  the  CYs  2015  and 
CY  2016  payment  determinations.  We 
estimate  the  burden  associated  with 
submitting  QDCs  for  the  fifth  measure  to 
be  nominal  as  well,  as  discussed  above. 

For  the  CY  2015  payment 
determination,  for  the  structural 
measures,  ASCs  will  enter  required 
information  using  a  Web-based 
collection  tool  between  July  1,  2013  and 
August  15,  2013.  For  the  Safe  Surgery 
Checklist  Use  structural  measure,  we 
estimate  that  each  participating  ASC 
will  spend  10  minutes  per  year  to 
collect  and  submit  the  required  data, 
making  the  estimated  annual  burden 
associated  with  this  measure  864  hours 
(5,175  ASCs  X  1  measure  x  0.167  hours 
per  ASC). 

For  the  ASC  Facility  Volume  Data  on 
Selected  ASC  Surgical  Procedures 
structural  measure,  we  estimate  that 
each  participating  ASC  will  spend  10 
minutes  per  year  to  collect  and  submit 
the  required  data,  making  the  estimated 
annual  burden  associated  with  this 
measure,  864  hours  (5,175  ASCs  x  1 
measure  x  0.167  hours  per  ASC). 

6.  IRF  QRP 

In  the  FY  2012  IRF  PPS  final  rule  (76 
FR  47873  through  47883),  we  finalized 
the  initial  reporting  requirements  of  the 
IRF  QRP,  including  two  quality 
measures  for  CY  2012  reporting.  These 
two  quality  measures  are:  (1)  Percent  of 
Residents  with  Pressure  Ulcers  that  are 
New  or  Worsened  (NQF  #  0678);  and  (2) 
Urinary  Catheter  Associated  Urinary 
Tract  Infection  (CAUTI)  rate  per  1,000 
urinary  catheter  days,  for  Intensive  Care 
Unit  (ICU)  Patients  (NQF#0138). 

We  also  established  reporting 
mechanisms  for  these  two  measures  in 
the  FY  2012  IRF  PPS  final  rule.  IRFs 
were  instructed  to  use  the  Inpatient 
Rehabilitation  Facility-Patient 
Assessment  Instrument  (IRF-PAI) 
(approved  under  OCN:  0938-0842)  to 
collect  pressure  ulcer  measure  data  on 
Medicare  Part  A,  Part  B,  and  Medicare 
Advantage  beneficiaries,  and  they  were 
to  collect  CAUTI  measure  data  on  all 
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patients  and  report  that  data  to  CDC’s 
National  Healthcare  Safety  Network 
(NHSN).  The  burden  associated  with 
this  collection  of  information  for  IRFs 
was  included  in  the  FY  2012  IRF  PPS 
final  rule  {76  FR  47884  through  47885). 

Section  XVII.  of  this  proposed  rule 
includes  three  proposals  for  the  IRF 
QRP,  which  are:  (1)  A  proposal  to 
implement  updates  made  by  the  NQF  to 
the  CAUTI  measure  which  will  affect 
the  annual  payment  update  in  FY  2014; 
(2)  a  proposal  that  any  measure  selected 
for  use  in  the  IRF  QRP  would  remain  in 
effect  until  actively  removed, 
suspended,  or  replaced;  and  (3)  a 
proposal  to  implement  policies 
regarding  when  notice-and-comment 
rulemaking  will  be  used  to  update 
existing  IRF  QRP  measures. 

The  first  proposal,  if  finalized,  would 
allow  us  to  incorporate  recent  updates 
that  were  made  to  the  CAUTI  measure 
(NQF#0138)  by  the  NQF.  However, 
these  changes  will  not  affect  the  type  or 
amount  of  data  that  IRFs  will  be 
required  to  collect  and  submit. 

The  second  proposal  involves  the 
implementation  of  a  policy  that  IRF 
quality  measures  will  remain  in  effect 
until  a  measure  is  actively  removed, 
suspended,  or  replaced.  This  policy,  if 
implemented,  would  not  add  any 
additional  information  collection 
requirements  for  CY  2013  and  beyond  as 
discussed  below. 

The  third  proposal  involves 
implementing  a  policy  regarding  when 
notice-and-comment  rulemaking  would 
be  used  to  update  existing  IRF  QRP 
measures  that  have  been  updated  by  the 
NQF.  This  proposal  would  likewise  not 
cause  any  increased  information 
collection  requirements  to  IRFs. 

a.  Pressure  Ulcer  Measure 

In  this  proposed  rule,  we  are  not 
proposing  to  make  any  changes  in  the 
way  the  pressure  ulcer  data  are  to  be 
collected  and  submitted  to  CMS  using 
the  current  version  of  the  IRF-PAI. 
Therefore,  the  information  collection 
burden  that  IRFs  will  incur  for  the 
reporting  of  pressure  ulcer  data  will  not 
differ  from  that  which  was  stated  in  the 
FY  2012  IRF  PPS  final  rule  (76  FR  47884 
through  47885).  Likewise,  the 
information  collection  burden  will  not 
differ  from  the  burden  estimate  that  is 
currently  approved  for  the  IRF-PAI 
under  OCN;  0938-0842.  It  is  important 
to  note  that,  while  the  FY  2012  IRF  PPS 
final  rule  mainly  discusses  the  reporting 
requirement  that  will  be  incurred  by 
IRFs  for  the  FY  2014  payment 
determination,  we  do  not  anticipate  that 
our  proposals  will  cause  an  increase  in 
the  information  collection  requirements 
for  subsequent  fiscal  years. 


b.  CAUTI  Measure 

As  discussed  above,  the  FY  2012  IRF 
PPS  final  rule  adopted  the  “Urinary 
Catheter  Associated  Urinary  Tract 
Infection  (CAUTI)  rate  per  1,000  urinary 
catheter  days,  for  Intensive  Care  Unit 
(ICU)  Patients”  (NQF  #0138)  measure 
for  the  IRF  QRP.  However,  subsequent 
to  the  publication  of  the  FY  2012  IRF 
PPS  final  rule,  this  measure  was 
expanded  to  several  non-ICU  settings, 
including  IRFs.  The  CDC  also  changed 
the  way  the  CAUTI  measure  is 
calculated  from  an  infection  rate  per 
1,000  days  to  a  standardized  infection 
ratio  (“SIR”).  The  SIR  calculation  is 
comprised  of  the  actual  rate  of  infection 
over  the  expected  rate  of  infection. 

These  changes  will  not  impact  the 
type  or  amount  of  data  that  IRFs  will  be 
required  to  collect  and  submit. 

Therefore,  the  information  collection 
estimates  that  are  stated  in  the  FY  2012 
IRF  PPS  final  rule  (76  FR  47884  through 
47885)  for  reporting  CAUTI  data  remain 
unchanged  for  the  FY  2014  payment 
determination  as  well  as  for  subsequent 
years  payment  determinations. 

XXI.  Response  to  Comments 

Because  of  the  large  number  of  public 
comments  we  normally  receive  on 
Federal  Register  documents,  we  are  not 
able  to  acknowledge  or  respond  to  them 
individually.  We  will  consider  all 
comments  we  receive  by  the  date  and 
time  specified  in  the  DATES  section  of 
this  proposed  rule,  and,  when  we 
proceed  with  a  subsequent  document(s), 
we  will  respond  to  those  comments  in 
the  preamble  to  that  document. 

XXII.  Economic  Analyses 

A.  Regulatory  Impact  Analysis 
1.  Introduction 

We  have  examined  the  impacts  of  this 
proposed  rule  as  required  by  Executive 
Order  12866  on  Regulatory  Planning 
and  Review  (September  30, 1993), 
Executive  Order  13563  on  Improving 
Regulation  and  Regulatory  Review 
(January  18,  2011),  the  Regulatory 
Flexibility  Act  (RFA)  (September  19, 
1980,  Pub.  L.  96-354),  section  1102(b)  of 
the  Social  Security  Act,  section  202  of 
the  Unfunded  Mandates  Reform  Act  of 
1995  (UMRA)  (March  22,  1995,  Pub.  L. 
104—4),  Executive  Order  13132  on 
Federalism  (August  4, 1999),  and  the 
Contract  with  America  Advancement 
Act  of  1996  (Pub.  L.  104-121)  (5  U.S.C. 
804(2)). 

Executive  Orders  12866  and  13563 
direct  agencies  to  assess  all  costs  and 
benefits  of  available  regulatory 
alternatives  and,  if  regulation  is 
necessary,  to  select  regulatory 


approaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  and  safety 
effects,  distributive  impacts,  and 
equity).  Executive  Order  13563 
emphasizes  the  importance  of 
quantifying  both  costs  and  benefits,  of 
reducing  costs,  of  harmonizing  rules, 
and  of  promoting  flexibility.  This  rule 
has  been  designated  as  an 
“economically”  significant  rule  under 
section  3(f)(1)  of  Executive  Order  12866 
and  a  major  rule  under  the  Contract 
with  America  Advancement  Act  of  1996 
(Pub.  L.  104-121).  Accordingly,  the  rule 
has  been  reviewed  by  the  Office  of 
Management  and  Budget.  We  have 
prepared  a  regulatory  impact  analysis 
that,  to  the  best  of  our  ability,  presents 
the  costs  and  benefits  of  this  proposed 
rule.  In  this  proposed  rule,  we  are 
soliciting  public  comments  on  the 
regulatory  impact  analysis  provided. 

2.  Statement  of  Need 

This  proposed  rule  is  necessary  to 
update  the  Medicare  hospital  outpatient 
prospective  payment  rates  and  the  ASC 
payment  rates  for  CY  2013.  The 
proposed  rule  is  necessary  to  propose 
changes  to  payment  policies  and  rates 
for  outpatient  services  furnished  by 
hospitals  and  CMHCs  for  CY  2013.  We 
are  required  under  section 
1833(t)(3)(C){ii)  of  the  Act  to  update 
annually  the  OPPS  conversion  factor 
used  to  determine  the  APC  payment 
rates.  We  also  are  required  under 
sectipn  1833(t){9)(A)  of  the  Act  to 
review,  not  less  often  than  annually, 
and  revise  the  groups,  the  relative 
payment  weights,  and  the  wage  and 
other  adjustments  described  in  section 
1833(t)(2)  of  the  Act.  We  must  review 
the  clinical  integrity  of  payment  groups 
and  relative  payment  weights  at  least 
annually.  We  are  proposing  to  revise  the 
relative  APC  payment  weights  using 
claims  data  for  services  furnished  on 
and  after  January  1,  2011,  through  and 
including  December  31,  2011,  and 
updated  cost  report  information. 

We  are  proposing  to  continue  the 
current  payment  adjustment  for  rural 
SCHs,  including  EACHs.  In  addition, 
section  10324  of  the  Affordable  Care 
Act,  as  amended  by  HCERA,  authorizes 
a  wage  index  of  1.00  for  certain  frontier 
States.  Section  1833(t)(17)  of  the  Act 
requires  that  subsection  (d)  hospitals 
that  fail  to  meet  quality  reporting 
requirements  under  the  Hospital  OQR 
Program  incur  a  reduction  of  2.0 
percentage  points  to  their  OPD  fee 
schedule  increase  factor.  In  this 
proposed  rule,  we  are  implementing 
these  payment  provisions.  Also,  we  list 
the  23  drugs  and  biologicals  in  Table  22 
of  this  proposed  rule  that  we  are 
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proposing  to  remove  from  pass-through 
payment  status  for  CY  2013. 

This  proposed  rule  is  also  necessary 
to  update  the  ASC  payment  rates  for  CY 

2013,  enabling  CMS  to  propose  changes 
to  payment  policies  and  payment  rates 
for  covered  surgical  procedures  and 
covered  ancillary  services  that  are 
performed  in  an  ASC  for  CY  2013. 
Because  the  ASC  payment  rates  are 
based  on  the  OPPS  relative  payment 
weights  for  the  majority  of  the 
procedures  performed  in  ASCs,  the  ASC 
payment  rates  are  updated  annually  to 
reflect  annual  changes  to  the  OPPS 
relative  payment  weights.  In  addition, 
because  the  services  provided  in  ASCs 
are  identified  by  HCPCS  codes  that  are 
reviewed  and  revised  either  quarterly  or 
annually,  depending  on  the  type  of 
code,  it  is  necessary  to  update  the  ASC 
payment  rates  annually  to  reflect  these 
changes  to  HCPCS  codes.  In  addition, 
we  are  required  under  section  1833{iKl) 
of  the  Act  to  review  and  update  the  list 
of  surgical  procedures  that  can  be 
performed  in  an  ASC  not  less  frequently 
than  every  2  years.  Sections 
1833{i)(2)(D)(iv)  and  1833(i)(7)  of  the 
Act  authorize  the  Secretary  to 
implement  a  quality  reporting  system 
for  ASCs  in  a  manner  so  as  to  provide 
for  a  reduction  of  2.0  percentage  points 
in  any  annual  update  with  respect  to  the 
year  involved  for  ASCs  that  fail  to  meet 
the  quality  reporting  requirements.  For 
CY  2013,  there  are  no  impacts 
associated  with  this  payment  reduction 
because  it  will  not  be  applied  until  CY 

2014. 

3.  Overall  Impacts  for  OPPS  and  ASC 
Provisions 

We  estimate  that  the  effects  of  the 
proposed  OPPS  payment  provisions  will 
result  in  expenditures  exceeding  $100 
million  in  any  1  year.  We  estimate  that 
the  total  increase  from  the  proposed 
changes  in  this  proposed  rule  in 
expenditures  under  the  OPPS  for  CY 
2013  compared  to  CY  2012  would  be 
approximately  $700  million.  Taking  into 
account  our  estimated  changes  in 
enrollment,  utilization,  and  case-mix, 
we  estimate  that  the  OPPS  expenditures 
for  CY  2013  would  be  approximately 
$4,571  billion  relative  to  CY  2012. 
Because  this  proposed  rule  for  the  OPPS 
is  “economically  significant”  as 
measured  by  the  $100  million  threshold, 
we  have  prepared  this  regulatory  impact 
analysis  that,  to  the  best  of  our  ability, 
presents  the  costs  and  benefits  of  this 
proposed  rulemaking.  Table  45  of  this 
proposed  rule  displays  the 
redistributional  impact  of  the  proposed 
CY  2013  changes  in  OPPS  payment  to 
various  groups  of  hospitals  and  for 
CMHCs. 


We  estimate  that  the  proposed  update 
chemge  to  the  conversion  factor  and 
other  proposed  adjustments  (but  not 
including  the  effects  of  outlier 
payments,  the  pass-through  estimates, 
and  the  application  of  the  frontier  State 
wage  adjustment  for  CY  2013)  would 
increase  total  OPPS  payments  by  2.1- 
percent  in  CY  2013.  The  proposed 
changes  to  the  APC  weights,  the 
proposed  changes  to  the  wage  indices, 
the  proposed  continuation  of  a  payment 
adjustment  for  rural  SCHs,  including 
EACHs,  and  the  proposed  payment 
adjustment  for  cancer  hospitals  would 
not  increase  OPPS  payments  because 
these  changes  to  the  OPPS  would  be 
budget  neutral.  However,  these 
proposed  updates  would  change  the 
distribution  of  payments  within  the 
budget  neutral  system.  We  estimate  that 
the  total  proposed  change  in  payments 
between  CY  2012  and  CY  2013, 
considering  all  payments,  including 
changes  in  estimated  total  outlier 
payments,  pass-through  payments,  and 
the  application  of  the  frontier  State 
wage  adjustment  outside  of  budget 
neutrality,  in  addition  to  the  application 
of  the  OPD  fee  schedule  increase  factor 
after  all  adjustments  required  by 
sections  1833(t)(3)(F),  1833(t)(3)(G)  and 
1833(t)(17)  of  the  Act,  would  increase 
total  estimated  OPPS  payments  by  2.1  _ 
percent. 

We  estimate  that  the  effects  of  the 
proposed  ASC  provisions  in  this 
proposed  rule  for  the  ASC  payment 
system  would  result  in  expenditures 
exceeding  $100  million  in  any  1  year. 

We  estimate  the  total  increase  (from 
proposed  changes  in  this  proposed  rule 
as  well  as  enrollment,  utilization,  and 
case-mix  changes)  in  expenditures 
under  the  ASC  payment  system  for  CY 
2013  compared  to  CY  2012  to  be 
approximately  $211  million.  Because 
this  proposed  rule  for  the  ASC  payment 
system  is  “economically  significant”  as 
measured  by  the  $100  million  threshold, 
we  have  prepared  a  regulatory  impact 
analysis  of  the  proposed  changes  to  the 
ASC  payment  system  that,  to  the  best  of 
our  ability,  presents  the  costs  and 
benefits  of  this  proposed  rulemaking. 
Tables  46  and  Table  47  of  this  proposed 
rule  display  the  redistributional  impact 
of  the  proposed  CY  2013  changes  on 
ASC  payment,  grouped  by  specialty  area 
and  then  grouped  by  procedures  with 
the  greatest  ASC  expenditures, 
respectively. 


4.  Detailed  Economic  Analyses 

a.  Estimated  Effects  of  Proposed  OPPS 
Changes 

(1)  Limitations  of  Our  Analysis 

The  distributional  impacts  presented  •' 
here  are  the  projected  effects  of  the 
proposed  CY  2013  policy  changes  on 
various  hospital  groups.  We  post  on  the 
CMS  Web  site  our  proposed  hospital- 
specific  estimated  payments  for  CY 
2013  with  the  other  supporting 
documentation  for  this  proposed  rule. 

To  view  the  proposed  hospital-specific 
estimates,  we  refer  readers  to  the  CMS 
Web  site  at:  http://www.cnis.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
index.html.  At  the  Web  site,  select 
“regulations  and  notices”  from  the  left 
side  of  the  page  and  then  select  “CMS— 
1589-P”  from  the  list  of  regulations  and 
notices.  The  hospital-specific  file  layout 
and  the  hospital-specific  file  are  listed 
with  the  other  supporting 
documentation  for  this  proposed  rule. 

We  show  hospital-specific  data  only  for 
hospitals  whose  claims  were  used  for 
modeling  the  impacts  shown  in  Table 
45  below.  We  do  not  show  hospital- 
specific  impacts  for  hospitals  whose 
claims  we  were  unable  to  use.  We  refer 
readers  to  section  II.A.  of  this  proposed 
rule  for  a  discussion  of  the  hospitals 
whose  claims  we  do  not  use  for 
ratesetting  and  impact  purposes. 

We  estimate  the  effects  of  the 
individual  proposed  policy  changes  by 
estimating  payments  per  service,  while 
holding  all  other  payment  policies 
constant.  We  use  the  best  data  available, 
but  do  not  attempt  to  predict  behavioral 
responses  to  our  policy  changes.  In 
addition,  we  do  not  make  adjustments 
for  future  changes  in  variables  such  as 
service  volume,  service-mix,  or  number 
of  encounters.  In  this  proposed  rule,  as 
we  have  done  in  previous  proposed 
rules,  we  are  soliciting  public  comment 
and  information  about  the  anticipated 
effects  of  our  proposed  changes  on 
providers  and  our  methodology  for 
estimating  them.  Any  public  comments 
that  we  receive  will  be  addressed  in  the 
applicable  sections  of  the  final  rule  with 
comment  period  that  discuss  the  ' 
specific  policies. 

(2)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  Hospitals 

Table  45  below  shows  the  estimated 
impact  of  this  proposed  rule  on 
hospitals.  Historically,  the  first  line  of 
the  impact  table,  which  estimates  the 
proposed  change  in  payments  to  all 
facilities,  has  always  included  cancer 
and  children’s  hospitals,  which  are  held 
harmless  to  their  pre-BBA  amount.  We 
also  include  CMHCs  in  the  first  line  that 
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includes  all  providers  because  we 
include  CMHCs  in  our  weight  scalar 
estimate.  We  now  include  a  second  line 
for  all  hospitals,  excluding  permanently 
held  harmless  hospitals  and  CMHCs. 

We  present  separate  impacts  for 
CMHCs  in  Table  45  and  we  discuss 
them  separately  below,  because  CMHCs 
are  paid  only  for  partial  hospitalization 
services  under  the  OPPS  and  are  a 
different  provider  type  from  hospitals. 

In  CY  2012,  we  are  paying  CMHCs 
under  APC  0172  (Level  I  Partial 
Hospitalization  (3  services)  for  CMHCs) 
and  APC  0173  (L«vel  II  Partial 
Hospitalization  (4  or  more  services)  for 
CMHCs),  and  we  are  paying  hospitals 
for  partial  hospitalization  services  under 
APC  0175  (Level  I  Partial 
Hospitalization  (3  services)  for  hospital- 
based  PHPs)  and  APC  0176  (Level  II 
Partial  Hospitalization  (4  or  more 
services)  for  hospital-based  PHPs).  For 
CY  2013,  we  are  proposing  to  continue 
this  APC  payment  structure  and  are 
basing  payment  fully  on  the  geometric 
mean  costs  calculated  using  data  for  the 
type  of  provider  for  which  rates  are 
l^ing  set,  that  is,  hospital  or  CMHC.  We 
display  separately  the  impact  of  this 
proposed  policy  on  CMHCs,  and  we 
discuss  its  impact  on  hospitals  as  part 
of  ou?  discussion  of  the  hospital 
impacts. 

The  estimated  increase  in  the 
proposed  total  payments  made  under 
the  OPPS  is  determined  largely  by  the 
increase  to  the  conversion  factor  under 
the  statutory  methodology.  The 
distributional  impacts  presented  do  not 
include  assumptions  about  changes  in 
volume  and  service-mix.  The 
conversion  factor  is  updated  annually 
by  the  OPD  fee  schedule  increase  factor 
as  discussed  in  detail  in  section  II.B  of 
this  proposed  rule.  Section 
1833(t)(3)(C)(iv)  of  the  Act  provides  that 
the  OPD  fee  schedule  increase  factor  is 
equal  to  the  market  basket  percentage 
increase  applicable  under  section 
1886(b)(3)(B)(iii)  of  the  Act,  which  we 
refer  to  as  the  IPPS  market  basket 
percentage  increase.  The  estimated  IPPS 
market  b^ket  increase  for  FY  2013  is 
3.0  percent  (77  FR  27870).  Section 
1833(tK3)(F)(i)  of  the  Act  reduces  that 
3.0  percent  by  the  productivity 
adjustment  described  in  section 
1886(b)(3)(B)(xi)(II)  of  the  Act,  which  is 
0.8  percentage  points  (which  is  also  the 
proposed  MFP  adjustment  for  FY  2013 
in  the  FY  2013  IPPS/LTCH  PPS 
proposed  rule  (77  FR  27870);  and 
sections  1833(t)(3)(F)(ii)  and 
1833(t)(3)(G)(ii)  of  the  Act  further 
reduce  the  market  basket  percentage 
increase  by  0.1  percentage  point, 
resulting  in  the  OPD  fee  schedule 
increase  factor  of  2.1  percent,  which  we 


are  using  in  the  calculation  of  the 
proposed  CY  2013  OPPS  conversion 
factor.  Section  10324  of  the  Affordable 
Care  Act,  as  amended  by  HCERA, 
further  authorized  additional  •  ' 

expenditures  outside  budget  neutrality 
for  hospitals  in  certain  frontier  States 
that  have  a  wage  index  of  1.00.  The 
amounts  attributable  to  this  frontier 
State  wage  index  adjustment  are 
incorporated  in  the  proposed  CY  2013 
estimates  in  Table  45. 

To  illustrate  the  impact  of  the 
proposed  CY  2013  changes,  our  analysis 
begins  with  a  baseline  simulation  model 
that  uses  the  CY  2012  relative  payment 
weights,  the  FY  2012  final  IPPS  wage 
indices  that  include  reclassifications, 
and  the  final  CY  2012  conversion  factor. 
Table  45  shows  the  estimated 
redistribution  of  the  increase  in 
payments  for  CY  2013  over  CY  2012 
payments  to  hospitals  and  CMHCs  as  a 
result  of  the  following  factors:  APC 
reconfiguration  and  recalibration  based 
on  our  historical  methodology  using 
median  costs  (Column  2);  the  marginal 
impact  of  basing  the  APC  relative 
payment  weights  on  geometric  mean 
costs  over  basing  them  on  median  costs 
(Column  3);  APC  recalibration  based  on 
geometric  mean  costs  (Column  4,  the 
combined  effect  of  Columns  2  and  3); 
the  wage  indices  and  the  rural 
adjustment  (Column  5);  the  combined 
impact  of  APC  recalibration  based  on 
geometric  mean  costs,  the  wage  indices 
and  rural  adjustment,  and  the  OPD  fee 
schedule  increase  factor  update  to  the 
conversion  factor  (Column  6);  the 
combined  impact  of  APC  recalibration 
based  on  geometric  mean  costs,  the 
wage  indices  and  rural  adjustment,  the 
conversion  factor  update,  and  the 
frontier  State  wage  index  adjustment 
(Column  7);  and  the  estimated 
redistribution  taking  into  account  all 
payments  for  CY  2013  relative  to  all 
payments  for  CY  2012  (Column  8), 
including  the  impact  of  proposed 
changes  in  estimated  outlier  payments 
and  proposed  changes  to  the  pass¬ 
through  payment  estimate. 

We  did  not  model  an  explicit  budget 
neutrality  adjustment  for  the  nural 
adjustment  for  SCHs  because  we  eire  not 
proposing  to  make  any  changes  to  the 
policy  for  CY  2013.  Because  the  updates 
to  the  conversion  factor  (including  the 
update  of  the  OPD  fee  schedule  increase 
factor),  the  estimated  cost  of  the  rural 
adjustment,  and  the  estimated  cost  of 
projected  pass-through  payment  for  CY 
2012  are  applied  uniformly  across 
services,  observed  redistributions  of 
payments  in  the  impact  table  for 
hospitals  largely  depend  on  the  mix  of 
services  furnished  by  a  hospital  (for 
example,  how  the  APCs  for  the 


hospital’s  most  frequently  furnished 
services  would  change),  and  the  impact 
of  the  wage  index  changes  on  the 
hospital.  However,  total  payments  made 
under  this  system  and  the  extent  to 
which  this  proposed  rule  would 
redistribute  money  during 
implementation  also  would  depend  on 
changes  in  volume,  practice  patterns, 
and  the  mix  of  services  billed  between 
CY  2012  and  CY  2013  by  various  groups 
of  hospitals,  which  CMS  cannot 
forecast. 

Overall,  we  estimate  that  the 
proposed  OPPS  rates  for  CY  2013  would 
have  a  positive  effect  for  providers  paid 
under  the  OPPS,  resulting  in  a  2.1 
percent  estimated  increase  in  Medicare 
payments.  Removing  payments  to 
cancer  and  children’s  hospitals  because 
their  payments  are  held  harmless  to  the 
pre-OPPS  ratio  between  payment  and 
cost  and  removing  payments  to  CMHCs 
suggest  that  these  proposed  changes 
would  still  result  in  a  2.1  percent 
estimated  increaSfe  in  Medicare 
payments  to  all  other  hospitals.  Those 
estimated  payments  would  not 
significantly  impact  other  providers. 

Column  1:  Total  Number  of  Hospitals 

The  first  line  in  Column  1  in  Table  45 
shows  the  total  number  of  facilities 
(4,070),  including  designated  cancer  and 
children’s  hospitals  and  CMHCs,  for 
which  we  were  able  to  use  CY  2011 
hospital  outpatient  and  CMHC  claims 
data  to  model  CY  2012  and  proposed  CY 
2013  payments,  by  classes  of  hospitals, 
for  CMHCs  and  for  dedicated  cancer 
hospitals.  We  excluded  all  hospitals  and 
CMHCs  for  which  we  could  not 
accurately  estimate  CY  2012  or 
proposed  CY  2013  payment  and  entities 
that  are  not  paid  under  the  OPPS.  The 
latter  entities  include  CAHs,  all- 
inclusive  hospitals,  and  hospitals 
located  in  Cuam,  the  U.S.  Virgin 
Islands,  Northern  Mariana  Islands, 
American  Samoa,  and  the  State  of 
Maryland.  This  process  is  discussed  in 
greater  detail  in  section  II.A.  of  this 
proposed  rule.  At  this  time,  we  are 
unable  to  calculate  a  disproportionate 
share  (DSH)  variable  for  hospitals  not 
participating  in  the  IPPS.  Hospitals  for 
which  we  do  not  have  a  DSH  variable 
are  grouped  separately  emd  generally 
include  freestanding  psychiatric 
hospitals,  rehabilitation  hospitals,  and 
long-term  care  hospitals.  We  show  the 
total  number  (3,853)  of  OPPS  hospitals, 
excluding  the  hold-harmless  cancer  and 
children’s  hospitals  and  CMHCs,  on  the 
second  line  of  the  table.  We  excluded 
cancer  and  children’s  hospitals  because 
section  1833(t)(7)(D)  of  the  Act 
permanently  holds  harmless  cancer 
hospitals  and  children’s  hospitals  to 
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their  “pre-BBA  amount”  as  specified 
under  the  terms  of  the  statute,  and 
therefore,  we  removed  them  from  our 
impact  analyses.  We  show  the  isolated 
impact  on  154  CMHCs  at  the  bottom  of 
the  impact  table  and  discuss  that  impact 
separately  below. 

Columns  2,  3,  and  4:  APC  Recalibration 
These  columns  show  the  combined 
effects  of  the  proposed  reconfiguration, 
recalibration,  and  other  policies  (such  as 
setting  payment  for  separately  payable 
drugs  and  biologicals  at  ASP+6  under 
our  CY  2013  proposal  to  apply  the 
statutory  default).  Column  2  shows  the 
reclassification  effects  if  we  were  to  base 
the  relative  payment  weights  on  the 
median  costs  of  services.  Column  3 
shows  the  marginal  effects  of  using  the 
geometric  mean  costs  compared  to  the 
effects  if  we  were  to  base  the  relative 
payment  weights  on  the  median  costs  of 
services,  in  other  words  the  effects  of 
our  proposed  policy  change  from 
medians  to  geometric  means.  Column  4 
shows  the  combined  effect  of  Columns 
2  and  3,  in  other  words  the  effect  of  our 
proposal  to  base  the  relative  payment 
weights  on  geometric  mean  costs.  It ' 
reflects  the  impacts  of  the  proposed 
reclassification  of  services  among  APC 
groups  and  the  proposed  recalibration  of 
APC  relative  payment  weights,  based  on 
12  months  of  CY  2011  OPPS  hospital 
claims  data  and  the  most  recent  cost 
report  data,  and  determining  relative 
payment  weights  using  the  geometric 
mean  costs  of  services.  We  modeled  the 
effect  of  the  proposed  APC  recalibration 
changes  by  varying  only  the  relative 
payment  weights  (the  final  CY  2012 
relative  weights  versus  the  proposed  CY 
2013  relative  weights  calculated  using 
the  service-mix  and  volume  in  the  CY 
2011  claims  used  for  this  proposed  rule) 
and  calculating  the  percent  difference  in 
the  relative  weight.  Column  4  also 
reflects  any  proposed  changes  in 
multiple  procedure  discount  patterns  or 
conditional  packaging  that  occur  as  a 
result  of  the  changes  in  the  relative 
magnitude  of  payment  weights. 

Overall,  we  estimate  that  proposed 
changes  in  APC  reassignment  and 
recalibration  across  all  services  paid 
under  the  OPPS  would  slightly  decrease 
payments  to  urban  hospitals  by  0.1 
percent.  However,  the  smallest  urban 
hospitals  would  receive  slight  payment 
increases  of  0.6  percent  (hospitals  with 
0-99  beds),  attributable  to  increased 
payments  for  partial  hospitalization, 
group  psychotherapy  and  cardiac 
rehabilitation  monitoring  services 
furnished  in  the  hospital.  Due  to 
recalibration,  we  estimate  that  low 
volume  urban  hospitals  billing  fewer 
than  21,000  lines  for  OPPS  services 


would  experience  increases  ranging 
from  0.8  percent  to  4.0  percent.  The 
increase  of  4.0  percent  for  urban 
hospitals  billing  fewer  than  5,000  lines 
per  year  is  similarly  attributable  to  an 
increase  in  payment  for  partial 
hospitalization  and  group 
psychotherapy  services  furnished  in  the 
hospital. 

Overall,  we  estimate  that  rural 
hospitals  would  experience  a  small 
increase  of  0.3  percent  as  a  result  of 
proposed  changes  to  the  APC  structure, 
with  the  largest  increases  going  to  the 
smallest  hospitals  both  by  number  of 
beds  (0.9  percent  to  those  with  less  than 
50  beds)  and  volume  (2.5  percent  to 
those  with  fewer  than  5,000  lines).  As 
a  result  of  the  recalibration,  we  estimate 
that  rural  hospitals  that  report  5,000  or 
more  lines  for  OPPS  services  would 
experience  payment  increases  ranging 
from  0.2  percent  to  1.0  percent. 

Classifying  hospitals  according  to 
teaching  status,  we  estimate  that  the 
APC  recalibration  would  lead  to  small 
payment  decreases  of  0.1  to  0.2  percent 
for  major  and  minor  teaching  hospitals, 
respectively.  We  estimate  that 
nonteaching  hospitals  would  experience 
an  increase  of  0.1  percent.  Classifying 
hospitals  by  type  of  ownership  suggests 
that  voluntary,  proprietary,  and 
governmental  hospitals  would 
experience  changes  ranging  fi-om  a 
decrease  of  0.1  percent  to  an  increase  of 
0.2  percent  as  a  result  of  the  proposed 
APC  recalibration. 

For  most  hospitals,  we  estimate 
insignificant  impacts  of  our  proposal  to 
use  geometric  mean-based  relative 
payment  weights.  Most  providers  would 
receive  small  increases  in  payments  of 
up  to  2.5  percent.  We  estimate  that 
hospitals  for  which  DSH  payments  are 
not  available  (mostly  urban  hospitals) 
would  experience  an  increase  of  6.1 
percent.  Hospitals  for  which  DSH  data 
are  not  available  (non-IPPS  hospitals) 
furnish  a  large  number  of  psychiatric 
services  and  we  believe  that  the 
estimated  increase  in  payment  is  due  to 
increased  payment  for  partial 
hospitalization  and  group 
psychotherapy  services,  as  well  as  for 
hemodialysis  services  furnished  in  the 
hospital. 

Column  5:  Proposed  New  Wage  Indices 
and  the  Effect  of  the  Proposed  Rural  and 
Cancer  Hospital  Adjustments 

Column  5  demonstrates  the  combined 
budget  neutral  impact  of  APC 
recalibration  using  geometric  means;  the 
wage  index  update;  the  mral 
adjustment;  and  the  cancer  hospital 
adjustment.  We  modeled  the 
independent  effect  of  the  budget 
neutrality  adjustments  and  the  OPD  fee 


schedule  increase  factor  by  using  the 
relative  payment  weights  and  wage 
indices  for  each  year,  and  using  a  CY 
2012  conversion  factor  that  included  the 
OPD  fee  schedule  increase  and  a  budget 
neutrality  adjustment  for  differences  in 
wage  indices. 

Column  5  reflects  the  independent 
effects  of  the  updated  wage  indices, 
including  the  application  of  budget 
neutrality  for  the  rural  floor  policy  on  a  - 
nationwide  basis.  This  column  excludes 
the  effects  of  the  frontier  State  wage 
index  adjustment,  which  is  not  budget 
neutral  and  is  included  in  Column  7. 

We  did  not  model  a  budget  neutrality 
adjustment  for  the  rural  adjustment  for 
SCHs  because  we  are  not  proposing  to 
make  my  changes  to  the  policy  for  CY 
2013.  Similarly,  the  differential  impact 
between  the  CY  2012  cancer  hospital 
payment  adjustment  and  the  proposed 
CY  2013  cancer  hospital  payment 
adjustment  had  no  effect  on  the  budget 
neutral  adjustment  to  the  conversion 
factor.  We  modeled  the  independent 
effect  of  updating  the  wage  indices  by 
varying  only  the  wage  indices,  holding 
APC  relative  payment  weights,  service- 
mix,  and  the  rural  adjustment  constant 
and  using  the  proposed  CY  2013  scaled 
weights  and  a  CY  2012  conversion 
factor  that  included  a  budget  neutrality 
adjustment  for  the  effect  of  changing  the 
wage  indices  between  CY  2012  and  CY 
2013.  This  column  estimates  the  impact 
of  applying  the  proposed  FY  2013  IPPS 
wage  indices  for  the  CY  2013  OPPS 
without  the  influence  of  the  frontier 
State  wage  index  adjustment,  which  is 
not  budget  neutral.  The  frontier  State 
wage  index  adjustment  is  reflected  in 
the  combined  impact  shown  in  Column 
7.  We  are  proposing  to  continue  the 
rural  payment  adjustment  of  7.1  percent 
to  rural  SCHs  for  CY  2013,  as  described 
in  section  II.E.2.  of  this  proposed  rule. 
We  estimate  that  the  combination  of 
updated  wage  data  and  nationwide 
application  of  rural  floor  budget 
neutrality  would  redistribute  payment 
among  regions.  We  also  updated  the  list 
of  counties  qualifying  for  the  section 
505  out-migration  adjustments. 

Overall,  we  estimate  that  as  a  result  of 
the  proposed  updated  wage  indices  and 
the  rural  a'djustment,  urban  hospitals 
would  experience  no  change  from  CY 
2012  to  CY  2013,  although  urban  ' 
hospitals  would  experience  small 
changes  ranging  from  increases  of  0.2 
percent  (for  large  urban  hospitals)  to 
decreases  of  0.2  percent  (for  other  urban 
hospitals).  Sole  community  hospitals 
would  not  be  affected,  but  other  rural 
hospitals  would  experience  decreases  of 
0.3  percent.  Urban  hospitals  in  the  New 
England  and  Pacific  regions  would 
experience  the  most  significant  payment 
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changes  with  a  decrease  of  1.2  percent 
in  New  England  and  an  increase  of  1.6 
percent  in  the  Pacific  region.  Overall, 
we  estimate  that  rural  hospitals  would 
experience  a  decrease  of  0.2  percent  as 
a  result  of  changes  to  the  proposed  wage 
index  for  CY  2013.  Regionally,  the 
changes  would  range  from  a  decrease  of 
0.9  in  niral  Pacific  States  to  an  increase 
of  0.4  in  rural  New  England  States. 

Column  6:  All  Proposed  Budget 
Neutrality  Changes  Combing  With  the 
Proposed  OPD  Fee  Schedule  Increase 

Column  6  demonstrates  the 
cumulative  impact  of  the  budget  neutral 
adjustments  from  Column  5  and  the 
proposed  OPD  fee  schedule  increase 
factor  of  2.1  percent.  We  estimate  that 
for  most  hospitals,  the  addition  of  the 
proposed  OPD  fee  schedule  increase 
factor  of  2.1  percent  would  mitigate  the 
negative  impacts  created  by  the  budget 
neutrality  adjustments  made  in  Column 
5. 

While  most  classes  of  hospitals  would 
receive  an  increase  that  is  more  in  line 
with  the  2.1  percent  overall  increase 
after  the  proposed  update  is  applied  to 
the  budget  neutrality  adjustments,  urban 
hospitals  that  bill  fewer  than  11,000 
lines,  rural  hospitals  that  bill  fewer  than 
5,000  lines,  and  hospitals  for  which 
DSH  information  is  not  available  would 
experience  larger  increases  ranging  from 
4.1  percent  to  8.3  percent.  In  particular, 
urban  hospitals  that  report  fewer  than 
5,000  lines  would  experience  a 
cumulative  increase,  after  application  of 
the  proposed  OPD  fee  schedule  increase 
factor  and  the  budget  neutrality 
adjustments,  of  6.4  percent,  largely  as  a 
result  of  proposed  increases  in 
payments  to  partial  hospitalization  and 
group  psychotherapy  services  furnished 
in  the  hospital.  Similarly,  urban 
hospitals  for  which  DSH  data  are  not 
available  would  experience  an  increase 
of  8.1  percent,  also  largely  as  a  result  of 
proposed  increases  in  payment  for 
partial  hospitalization,  group 
psychotherapy  and  hemodialysis 
services  furnished  in  hospitals. 

Overall,  we  estimate  that  these 
proposed  changes  would  increase 
payments  to  urban  hospitals  by  2.1 
percent.  We  estimate  that  large  urban 
hospitals  and  “other”  urban  hospitals 
would  also  experience  increases  of  2.3 
and  1.9  percent,  respectively.  Urban 
hospitals  in  the  Pacific  region  would 
experience  an  increase  of  3.6  percent, 
largely  as  a  result  of  the  proposed 
change  in  wage  index  shown  under 
column  3  and  discussed  above.  We 
estimate  that  rural  hospitals  would 
experience  a  2.3  percent  increase  as  a 
result  of  the  proposed  OPD  fee  schedule 


increase  factor  and  other  budget 
neutrality  adjustments. 

Classi^ing  hospitals  by  teaching 
status  suggests  that  the  proposed  OPD 
fee  schedule  increase  factor  and  the 
proposed  budget  neutrality  adjustments 
would  result  in  an  increase  of  2.1 
percent  for  major  teaching  hospitals,  1.9 
percent  for  minor  teaching  hospitals  and 
2.3  percent  for  nonteaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary 
hospitals  would  experience  an 
estimated  increase  of  2.3  percent,  while 
voluntary  hospitals  would  experience 
an  estimated  increase  of  2.1  percent  and 
government  hospitals  would  experience 
an  estimated  increase  of  2.1  percent. 

Column  7:  All  Proposed  Adjustments 
With  the  Proposed  Frontier  State  Wage 
Index  Adjustment 

This  column  shows  the  impact  of  all 
proposed  budget  neutrality  adjustments, 
application  of  the  proposed  2.1  percent 
OPD  fee  schedule  increase  factor,  and 
the  .non-budget  neutral  impact  of 
applying  the  proposed  frontier  State 
wage  adjustment  (that  is,  the  proposed 
frontier  State  wage  index  change  in 
addition  to  all  proposed  changes 
reflected  in  Column  6).  This  column 
differs  from  Column  6  solely  based  on 
application  of  the  non-budget  neutral 
frontier  State  wage  index  adjustment. 

In  general,  we  estimate  that  all 
facilities  and  all  hospitals  would 
experience  a  combined  increase  of  0.1 
percent  due  to  the  frontier  wage  index. 
The  index  would  only  affect  hospitals  in 
the  West  North  Central  and  Mountain 
regions.  Urban  hospitals  in  those 
regions  would  experience  increases  of 
0.9  percent  (West  North  Central)  and  0.4 
percent  (Mountain)  that  are  attributable 
to  the  frontier  wage  index,  and  rural 
hospitals  would  experience  increases  of 
1.1  percent  (West  North  Central)  and  2.2 
percent  (Mountain)  that  are  attributable 
to  the  frontier  State  wage  index. 

Column  8:  All  Proposed  Changes  for  CY 
2013 

Column  8  depicts  the  full  impact  of 
the  proposed  CY  2013  policies  on  each 
hospital  group  by  including  the  effect  of 
all  the  proposed  changes  for  CY  2013 
and  comparing  them  to  all  estimated 
payments  in  CY  2012.  Column  8  shows 
the  combined  budget  neutral  effects  of 
Columns  2  through  5;  the  proposed  OPD 
fee  schedule  increase;  the  impact  of  the 
frontier  State  wage  index  adjustment: 
the  proposed  change  in  -the  fixed-dollar 
outlier  threshold  from  $2,025  to  $2,400 
as  discussed  in  section  II.G.  of  this 
proposed  rule;  the  proposed  change  in 
the  Hospital  OQR  Program  payment 
reduction  for  the  small  number  of 


hospitals  in  our  impact  model  that 
failed  to  meet  the  reporting 
requirements  (discussed  in  section  XV, 
of  this  proposed  rule);  and  the  impact  of 
increasing  the  estimate  of  the  percentage 
of  total  OPPS  payments  dedicated  to 
transitional  pass-through  payments.  Of 
the  101  hospitals  that  failed  to  meet  the 
Hospital  OQR  Program  reporting 
requirements  for  the  full  CY  2012 
update  (and  assumed,  for  modeling 
purposes,  to  be  the  same  number  for  CY 
2013),  we  included  9  hospitals  in  our 
model  because  they  had  both  CY  2011 
claims  data  and  recent  cost  report  data. 
We  estimate  that  the  cumulative  effect 
of  all  proposed  changes  for  CY  2013 
would  increase  payments  to  all 
providers  by  2.1  percent  for  CY  2013. 

We  modeled  the  independent  effect  of 
all  proposed  changes  in  Column  8  using 
the  final  relative  payment  weights  for 
CY  2012  and  the  proposed  relative 
payment  weights  for  CY  2013.  We  used 
the  final  conversion  factor  for  CY  2012 
of  $70,016  and  the  proposed  CY  2013 
conversion  factor  of  $71,537  discussed 
in  section  II.B.  of  this  proposed  rule  in 
this  tnodel. 

Column  8  contains  simulated  outlier 
payments  for  each  year.  We  used  the 
one  year  charge  inflation  factor  used  in 
the  FY  2013  IPPS/LTCH  PPS  proposed 
rule  of  6.80  percent  (1.0680)  to  increase 
individual  costs  on  the  CY  2011  claims, 
and  we  used  the  most  recent  overall 
CCR  in  the  April  2012  Outpatient 
Provider-Specific  File  (OPSF)  to 
estimate  outlier  payments  for  CY  2012. 
Using  the  CY  2011  claims  and  a  6.80 
percent  charge  inflation  factor,  we 
currently  estimate  that  outlier  payments 
for  CY  2012,  using  a  multiple  threshold 
of  1.75  and  a  proposed  fixed-dollar 
threshold  of  $2,025  should  be 
approximately  1.03  percent  of  total 
payments.  The  estimated  current  outlier 
payments  of  1.03  percent  are 
incorporated  in  the  CY  2013  comparison 
in  Column  8.  We  used  the  same  set  of 
claims  and  a  charge  inflation  factor  of 
14.06  percent  (1.1406)  and  the  CCRs  in 
the  April  2012  OPSF,  with  an 
adjustment  of  0.9790,  to  reflect  relative 
changes  in  cost  and  charge  inflation 
between  CY  2011  and  CY  2013,  to 
model  the  proposed  CY  2013  outliers  at 
1.0  percent  of  estimated  total  payments 
using  a  multiple  threshold  of  1.75  and 
a  proposed  fixed-dollar  threshold  of 
$2,400. 

We  estimate  that  the  anticipated 
change  in  payment  between  CY  2012 
and  CY  2013  for  the  hospitals  failing  to 
meet  the  Hospital  OQR  Program 
requirements  would  be  negligible. 
Overall,  we  estimate  that  facilities 
would  experience  an  increase  of  2.1 
percent  under  this  proposed  rule  in  CY 
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2013  relative  to  total  spending  in  CY 
2012.  This  projected  increase  (shown  in 
Column  8)  of  Table  45  reflects  the 
proposed  2.1  percent  OPD  fee  schedule 
increase  factor,  with  proposed  0.04 
percent  for  the  change  in  the  pass¬ 
through  estimate  between  CY  2012  and 
CY  2013,  less  0.03  percent  for  the 
difference  in  estimated  outlier  payments 
between  CY  2012  (1.03  percent)  and  CY 
2013  (1.0  percent),  less  0.04  percent  due 
to  the  section  508  wage  adjustment,  less 
0.1  percent  due  to  the  frontier 
adjustment  in  CY  2012,  plus  0.1  percent 
due  to  the  proposed  frontier  State  wage 
index  adjustment.  When  we  exclude 
cancer  and  children’s  hospitals  (which 
are  held  harmless  to  their  pre-BBA 
amount)  and  CMHCs,  the  estimated 
increase  continues  to  be  2.1  percent 
after  rounding.  We  estimate  that  the 
combined  effect  of  all  proposed  changes 
for  CY  2013  would  increase  payments  to 
urban  hospitals  by  2.1  percent,  with 
large  urban  hospitals  experiencing  an 


estimated  2.2  percent  increase  and 
“other”  urban  hospitals  experiencing  an 
estimated  1.9  percent  increase.  We 
estimate  that  urban  hospitals  that  bill 
less  than  5,000  lines  of  OPPS  services 
would  experience  an  increase  of  6.0 
percent,  largely  attributable  to  the 
proposed  increase  in  payment  for  partial 
hospitalization  and  group 
psychotherapy  services  furnished  in  the 
hospital.  We  estimate  that  urban 
hospitals  that  bill  11,000  or  more  lines 
of  OPPS  services  would  experience 
increases  between  1.9  percent  and  3.0 
percent,  while  urban  hospitals  that 
report  between  5,000  and  10,999  lines 
would  experience  an  increase  of  4.2 
percent.' 

Overall,  we  estimate  that  rural 
hospitals  would  experience  a  2.2 
percent  increase  as  a  result  of  the 
combined  effects  of  all  proposed 
changes  for  CY  2013.  We  estimate  that 
rural  hospitals  that  bill  less  than  5,000 
lines  of  OPPS  services  would 


experience  an  increase  of  4.2  percent 
and  that  rural  hospitals  that  bill  5,000 
or  more  lines  of  OPPS  services  would 
experience  increases  ranging  from  2.2  to 
2.8  percent. 

Among  teaching  hospitals,  we 
estimate  that  the  impacts  resulting  from 
the  combined  effects  of  all  proposed 
changes  would  include  an  increase  of 
2.0  percent  for  major  teaching  hospitals 
and  2.3  percent  for  nonteaching 
hospitals.  Minor  teaching  hospitals 
would  experience  an  increase  of  1.9 
percent. 

In  our  analysis,  we  also  have  stratified 
hospitals  by  type  of  ownership.  Based 
on  this  analysis,  we  estimate  that 
voluntary  hospitals  would  experience 
an  increase  of  2.0  percent,  proprietary 
hospitals  would  experience  an  increase 
of  2.3  percent,  and  governmental 
hosjJitals  would  experience  an  increase 
of  2.1  percent. 


Table  45— Estimated  Impact  of  the  Proposed  CY  2013  Changes  for  the  Hospital  Outpatient  Prospective 

Payments  System 


Number  of 
hospitals 

(1) 

APC 

recalibration 

(median) 

(2) 

Impact  of 
basing 
weights 
using 
geometric 
mean 

(3) 

APC 

recalibration  - 
(Geo  mean) 

(4) 

New  wage 
index  and 
provider 
adjustments 

(5) 

Combine 
(cols  4,  5) 
with  market 
basket 
update 

(6) 

Column  6 
with  frontier 
wage  index 
adjustment 

(7) 

All 

changes 

(8) 

ALL  FACILITIES’ . 

4,070 

0.0 

0.0 

0.0 

0.0 

2.1 

2.2 

2.1 

ALL  HOSPITALS  (excludes  hospitals  per- 

manently  held  harmless  and  CMHCs)  .. 

3,853 

0.0 

0.0 

0.0 

0.0 

2.1 

2.2 

2.1 

URBAN  HOSPITALS  . . 

2,907 

-0.1 

0.0 

-0.1 

0.0 

2.1 

2.2 

2.1 

LARGE  URBAN  (GT  1  MILL.)  . 

1,592 

0.0 

0.0 

0.0 

0.2 

2.3 

2.3 

2.2 

OTHER  URBAN  (LE  1  MILL)  . 

1,315 

-0.1 

0.0 

-0.1 

-0.2 

1.9 

2.1 

1.9 

RURAL  HOSPITALS . 

946 

0.2 

0.1 

0.3 

-0.2 

2.3 

2.5 

2.2 

SOLE  COMMUNITY  . 

384 

0.3 

0.1 

0.4 

0.0 

2.5 

3.0 

2.5 

OTHER  RURAL  . 

562 

0.1 

0.2 

0.3 

-0.3 

2.1 

2.1 

2.0 

BEDS  (URBAN) 

0-99  BEDS  . 

1,000 

0.4 

0.2 

0.6 

0.0 

2.7 

2.8 

2.8 

100-199  BEDS  . 

831 

0.1 

0.1 

0.2 

0.1 

2.3 

2.4 

2.3 

200-299  BEDS  . 

457 

-0.1 

0.0 

-0.1 

0.1 

2.0 

.  2.2 

2.0 

300-499  BEDS  . 

415 

-0.2 

0.0 

-0.2 

0.1 

2.0 

2.1 

2.0 

500  +  BEDS  . 

204 

-0.1 

-0.1 

-0.2 

-0.1 

1.8 

1.8 

1.8 

BEDS  (RURAL) 

0-49  BEDS  . 

353 

0.5 

0.4 

0.9 

-0.2 

2.8 

3.1 

2.8 

50-100  BEDS  . 

352 

0.4 

0.1 

0.5 

-0.1 

2.5 

2.7 

2.4 

101-149  BEDS  . 

138 

0.0 

0.1 

0.1 

-0.5 

1.7 

1.9 

1.8 

150-199  BEDS  . 

55 

0.1 

0.1 

0.2 

-0.3 

2.1 

2.7 

2.2 

200  +  BEDS  . 

48 

-0.2 

0.0 

-0.1 

0.3 

2.2 

2.2 

2.1 

VOLUME  (URBAN) 

LT  5,000  Lines  . 

573 

1.9 

2.1 

4.0 

0.2 

6.4 

6.5 

6.0 

5,000-10,999  Lines  . 

135 

1.2 

1.1 

2.4 

-0.3 

4.1 

4.5 

4.2 

11,000-20,999  Lines  . 

213 

0.5 

0.3 

0.8 

0.1 

3.0 

3.0 

3.0 

21,000-42,999  Unes  . 

474 

0.2 

0.1 

0.3 

0.2 

2.6 

2.7 

2.6 

42,999-89,999  Lines  . 

698 

-0.1 

0.0 

0.0 

0.1 

2.2 

2.2 

2.1 

GT  89,999  Lines  . 

814 

-0.1 

0.0 

-0.2 

0.0 

2.0 

2.1 

1.9 

VOLUME  (RURAL) 

4.2 

LT  5,000  Lines . 

63- 

1.4 

1.1 

2.5 

-0.3 

4.3 

7.2 

5,000-10,999  Lines  . 

69 

0.2 

0.7 

1.0 

-0.9 

2.2 

2.4 

2.2 

11,000-20,999  Lines  . 

157 

0.3 

0.6 

0.9 

-0.2 

2.8 

3.1 

2.8 

21,000-42,999  Lines  . 

292 

0.4 

0.2 

0.6 

-0.3 

2.4 

2.7 

2.4 

GT  42,999  Unes  . 

365 

0.1 

0.1 

0.2 

-0.1 

2.2 

2.4 

2.2 

REGION  (URBAN) 

NEW  ENGLAND  . 

148 

0.2 

0.0 

*  0.2 

-1.2 

1.1 

1.1 

1.1 

MIDDLE  ATLANTIC  . 

345 

-0.1 

-0.1 

-0.2 

-0.2 

1.8 

1.8 

1.6 

SOUTH  ATLANTIC  . 

450 

-0.1 

-0.1 

-0.1 

-0.4 

1.5 

1.5 

1.6 

EAST  NORTH  CENT . 

469 

-0.1 

0.0 

-0.1 

0.3 

2.3 

2.3 

2.2 

EAST  SOUTH  CENT . 

173 

-0.2 

-0.1 

-0.3 

-0.7 

1.1 

1.1 

1.1 

WEST  NORTH  CENT . 

185 

0.0 

0.0 

0.1 

0.5 

2.7 

3.6 

2.8 

WEST  SOUTH  CENT . 

494 

-0.1 

0.1 

0.0 

-0.2 

1.9 

1.9 

2.0 
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Table  45— Estimated  Impact  of  the  Proposed  CY  2013  Changes  for  the  Hospital  Outpatient  Prospective 

Payments  System— Continued 


Number  of 
hospitals 

(1) 

APC 

recalibration 

(median) 

(2) 

Impact  of 
basing 
weights 
using 
geometric 
mean 

(3) 

APC 

recalibration 
(Geo  mean) 

-  (4) 

New  wage 
index  and 
provider 
adjustments 

(5) 

Combine 
(cols  4,  5) 
with  market 
basket 
update 

(6) 

Column  6 
with  frontier 
wage  index 
adjustment 

(7) 

All 

changes 

(8) 

MOUNTAIN  . 

203 

0.1 

0.0 

0.1 

-0.1 

2.1 

2.5 

2.1 

PACIFIC  . 

393 

-0.2 

0.1 

0.0 

1.6 

3.6 

3.6 

3.5 

PUERTO  RICO  . 

47 

0.3 

0.1 

0.3 

0.3 

2.7 

2.7 

2.8 

REGION  (RURAL) 

NEW  ENGLAND  . 

25 

0.4 

0.0 

0.4 

0.4 

2.9 

2.9 

2.8 

MIDDLE  ATLANTIC  . 

67 

0.3 

0.0 

0.3 

0.2 

2.6 

2.6 

2.4 

SOUTH  ATLANTIC  . 

161 

0.0 

0.1 

0.2 

-0.4 

1.9 

1.9 

1.9 

EAST  NORTH  CENT . 

126 

0.2 

0.1 

0.3 

0.3 

2.7 

2.7 

2.5 

EAST  SOUTH  CENT  . 

174 

-0.1 

0.1 

0.0 

-0.3 

1.7 

1.7 

1.8 

WEST  NORTH  CENT . 

99 

0.4 

0.1 

0.5 

-0.3 

2.3 

3.4 

2.3 

WEST  SOUTH  CENT . ? . 

200 

0.3 

0.4 

0.8 

-0.3 

2.6 

2.6 

2.6 

MOUNTAIN  . 

65 

0.4 

0.0 

0.4 

0.1 

2.6 

4.8 

2.9 

PACIFIC  . 

29 

0.4 

0.1 

0.5 

-0.9 

1.7 

1.7 

1.6 

TEACHING  STATUS 

NON-TEACHING  . . 

2,878 

0.0 

0.1 

0.1 

0.0 

2.3 

2.4 

2.3 

MINOR  . 

687 

-0.1 

0.0 

-0.2 

-0.1 

1.9 

2.1 

MAJOR . . . 

288 

0.0 

-0.1 

-0.1 

0.1 

2.1 

2.1 

2.0 

DSH  PATIENT  PERCENT 

0  . 

17 

0.9 

-0.1 

0.8 

-0.1 

2.8 

2.8 

2.9 

GT  0-0.10  . 

365 

0.1 

-0.1 

0.0 

0.0 

2.1 

2.2 

2.1 

0  .10-0  .16  . 

375 

0.1 

0.0 

0.0 

-0.1 

2.0 

2.1 

1.9 

0.16-0.23  . 

742 

0.0 

0.0 

0.0 

0.0 

2.1 

l3 

2.0 

0.23-0.35  . 

1,018 

-0.1 

0.0 

-0.1 

0.0 

2.0 

2.1 

2.0 

GE  0.35 . 

748 

-0.1 

0.1 

0.0 

0.1 

2.2 

2.2 

2.1 

DSH  NOT  AVAILABLE**  . 

588 

2.1 

4.0 

6.1 

0.0 

8.3 

8.3 

8.2 

URBAN  TEACHING/DSH 

TEACHING  &  DSH  . 

886 

-0.1 

-0.1 

-0.1 

0.0 

1.9 

2.0 

1.9 

NO  TEACHING/DSH  . 

1,453 

0.0 

0.0 

0.0 

0.1 

2.2 

2.3 

2.2 

NO  TEACHING/NO  DSH  . 

17 

0.9 

-0.1 

0.8 

-0.1 

2.8 

2.8 

2.9 

DSH  NOT  AVAILABLE**  . 

551 

2.1 

3.7 

5.9 

0.1 

8.1 

8.1 

8.0 

TYPE  OF  OWNERSHIP 

VOLUNTARY  . 

2,042 

0.0 

0.0 

-0.1 

0.0 

2.1 

2.2 

2.0 

PROPRIETARY  . 

1,254 

0.0 

0.2 

0.2 

0.0 

2.3 

2.4 

2.3 

GOVERNMENT  . 

557 

0.0 

0.0 

0.1 

-0.1 

2.1 

2.1 

2.1 

CMHCs . 

154 

0.8 

-6.9 

-6.2 

-0.4 

-4.4 

-4.4 

-4.4 

Column  (1)  shows  total  hospitals  and/or  CMHCs. 

Column  (2)  shows  the  impact  of  changes  resulting  from  the  reclassification  of  HCPCS  codes  among  APC  groups,  the  use  of  median  costs  in  developing  relative 
payment  wei^ts,  and  the  proposed  recalibration  of  APC  weights  based  on  CY  201 1  hospital  claims  data. 

Column  (3)  shows  the  estimated  impact  of  basing  the  CY  2013  OPPS  proposed  payments  on  geometric  mean  costs,  by  comparing  estimated  CY  2013  payments 
under  the  proposal  for  a  geometric  mean  cost  based  system  to  those  under  a  median  based  OPPS. 

Column  (4)  shows  the  impact  of  changes  resulting  from  the  reclassification  of  HCPCS  codes  among  APC  groins,  the  use  of  geometric  mean  costs  in  developing 
the  CY  2013  proposed  OPPS  relative  payment  weights,  and  the  proposed  recalibration  of  APC,  weights  based  on  CY  2011  hospital  claims  data. 

Column  (5)  shows  the  budget  neutral  impact  of  uprtating  the  wage  index  by  applying  the  FY  '2013  hospital  inpatient  wage  index.  The  rural  adjustment  is  7.1  percent 
in  both  years  so  its  budget  neutrality  factor  is  1 .  Similarly,  the  differential  in  estimated  cancer  hospital  payments  for  the  proposed  adjustment  is  minimal  and  thus  re¬ 
sults  in  a  budget  neutrality  factor  of  1 . 

Column  (6)  shows  the  impact  of  all  budget  neutrality  adjustments  and  the  proposed  addition  of  the  2.1  percent  OPD  fee  schedule  increase  factor  (3.0  percent  re¬ 
duced  by  0.8  percental  points  for  the  proposed  productivity  adjustment  and  further  reduced  by  0.1  percentage  point  in  order  to  satisfy  statutory  requirements  set 
forth  in  the  Affordable  Care  Act). 

Column  (7)  shows  the  non-budget  neutral  impact  of  applying  the  frontier  State  wage  adjustment  in  CY  2013,  after  application  of  the  CY  2013  proposed  OPD  fee 
schedule  increase  factor. 

Column  (8)  shows  the  additional  ar^ustments  to’ the  conversion  factor  resulting  from  a  change  in  the  pass-through  estimate  and  adds  estimated  outlier  payments. 
This  column  also  shows  the  expiration  of  section  508  wages  on  March  30,  2012,  and  the  application  of  the  frontier  State  wage  adjustment  for  CY  2012  and  2013. 

’These  4,070  providers  include  children  and  cancer  hospitals,  which  are  held  harmless  to  pre-BBA  amounts,  and  CMHCs. 

“Complete  DSH  numbers  are  not  available  for  providers  that  are  not  paid  under  IPPS,  including  rehabilitation,  psychiatric,  and  long-term  care  hospitals. 


(3)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  CMHCs 

The  last  line  of  Table  45  demonstrates 
the  isolated  impact  on  CMHCs,  which 
furnish  only  partial  hospitalization 
services  under  the  OPPS.  In  CY  2012, 
CMHCs  are  paid  under  two  APCs  for 
these  services:  APC  0172  (Level  I  Partial 
Hospitalization  (3  services)  for  CMHCs) 
and  APC  0173  (Level  II  Partial 
Hospitalization  (4  or  more  services)  for 
CMHCs).  In  contrast,  hospitals  are  paid 
for  partial  hospitalization  services  under 
APC  0175  (Level  I  Partial 


Hospitalization  (3  services)  for  hospital- 
based  PHPs)  and  APC  0176  (Level  II 
Partial  Hospitalization  (4  or  more 
services)  for  hospital-based  PHPs).  We 
first  implemented  these  four  APCs  for  • 
CY  2011.  We  adopted  payment  rates  for 
each  APC  based  on  the  cost  data  derived 
from  claims  and  cost  reports  for  the 
provider  type  to  which  the  APC  is 
specific  and  provided  a  transition  to 
CMHC  rates  based  solely  on  CMHC  data 
for  the  two  CMHC  PHP  per  diem  rates. 
For  CY  2013,  we  are  proposing  to 
continue  the  provider-specific  APC 


structure  that  we  adopted  for  CY  2011 
and  to  base  payment  fully  on  the  data 
for  the  type  of  provider  furnishing  the 
service.  We  modeled  the  impact  of  this 
APC  policy  assuming  that  CMHCs  will 
continue  to  provide  the  same  number  of 
days  of  PHP  care,  with  each  day  having 
either  3  services  or  4  or  more  services, 
as  seen  in  the  CY  2011  claims  data  used 
for  this  proposed  rule.  We  excluded 
days  with  1  or  2  services  because  our 
policy  only  pays  a  per  diem  rate  for 
partial  hospitalization  when  3  or  more 
qualifying  services  are  provided  to  the 
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beneficiary.  Because  the  relative 
payment  weights  for  APC  0173  (Level  II 
Partial  Hospitalization  (4  or  more 
services)  for  CMHCs)  decline  in  CY 
2013  using  geometric  mean-based 
relative  payment  weights  as  opposed  to 
median-based  relative  payment  weights, 
we  estimate  that  there  would  be  a  4.4 
percent  decrease  in  payments  to  CMHCs 
(shown  in  Columns  3  and  4). 

Column  5  shows  that  the  estimated 
impact  of  adopting  the  proposed  CY 
2013  wage  index  values  would  result  in 
a  small  decrease  of  0.4  percent  to 
CMHCs.  We  note  that  all  providers  paid 
under  the  OPPS,  including  CMHCs, 
would  receive  a  proposed  2.1  percent 
OPD  fee  schedule  increase  factor. 

Column  6  shows  that  combining  this 
proposed  OPD  fee  schedule  increase 
factor,  along  with  proposed  changes  in 
APC  policy  for  CY  2013  and  the 
proposed  CY  2013  wage  index  updates, 
results  in  an  estimated  decrease  of  4.4 
percent.  Column  7  shows  that  adding 
the  proposed  frontier  State  wage 
adjustment  would  result  in  no  change  to 
the  cumulative  4.4  percent  decrease. 
Column  8  shows  that  adding  the 
proposed  changes  in  outlier  and  pass¬ 
through  payments  would  result  in  no 
change  to  the  4.4  percent  decrease  in 
payment  for  CMHCs.  This  reflects  all 
proposed  changes  to  CMHCs  for  CY 
2013. 

(4)  Estimated  Effect  of  Proposed  OPPS 
Changes  on  Beneficiaries 

For  services  for  which  the  beneficiary 
pays  a  copayment  of  20  percent  of  the 
payment  rate,  the  beneficiary  share  of 
payment  would  increase  for  services  for  . 
which  the  OPPS  payments  would  rise 
and  would  decrease  for  services  for 
which  the  OPPS  payments  would  fall. 
For  example,  for  a  service  assigned  to 
Level  IV  Needle  Biopsy/ Aspiration 
Except  Bone  Marrow  (APC  0037)  in  the 
CY  2012  OPPS,  the  national  unadjusted 
copayment  is  $227.35,  and  the 
minimum  unadjusted  copayment  is 
$215.00,  20  percent  of  the  national 
unadjusted  payment  rate  of  $1,074.99. 
For  CY  2013,  the  proposed  national 
unadjusted  copayment  for  APC  0037  is 
$227.35,  the  same  amount  as  the 
national  unadjusted  copayment  in  effect 
for  CY  2012.  The  proposed  minimum 
unadjusted  copayment  for  APC  0037  is 
$224.34  or  20  percent  of  the  proposed 
CY  2013  national  unadjusted  payment 
rate  for  APC  0037  of  $1,121.70.  The 
minimum  unadjusted  copayment  would 
increase  for  CY  2013  compared  to  CY 
2012  because  the  payment  rate  for  APC 
0037  would  increase  for  CY  2013.  For 
further  discussion  on  the  calculation  of 
the  national  unadjusted  copayments  and 
minimum  unadjusted  copayments,  we 


refer  readers  to  section  II.H.  of  this 
proposed  rule.  In  all  cases,  the  statute 
limits  beneficiary  liability  for 
copayment  for  a  procedure  to  the 
hospital  inpatient  deductible  for  the 
applicable  year.  Tbe  CY  2012  hospital 
inpatient  deductible  is  $1,156.  The 
amount  of  the  CY  2013  hospital 
inpatient  deductible  is  not  available  at 
the  time  of  publication  of  this  proposed 
rule. 

In  order  to  better  understand  the 
impact  of  proposed  changes  in 
copayment  on  beneficiaries,  we 
modeled  the  percent  change  in  total 
copayment  liability  using  CY  2011 
claims.  We  estimate,  using  the  claims  of 
the  4,070  hospitals  and  CMHCs  on 
which  our  modeling  is  based,  that  total 
beneficiary  liability  for  copayments 
would  decrease  as  an  overall  percentage 
of  total  payments,  from  22.1  percent  in 
CY  2012  to  21.6  percent  in  CY  2013  due 
largely  to  changes  in  service-mix. 

(5)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  Other  Providers 

The  relative  payment  weights  and 
payment  amounts  established  under  the 
OPPS  affect  the  payments  made  to  ASCs 
as  discussed  in  section  XIV.  of  this 
proposed  rule.  No  types  of  providers  or 
suppliers  other  than  hospitals,  CMHCs 
and  ASCs  would  be  affected  by  the 
proposed  changes  in  this  proposed  rule. 

(6)  Estimated  Effects  of  Proposed  OPPS 
Changes  on  the  Medicare  and  Medicaid 
Programs 

The  effect  on  the  Medicare  program  is 
expected  to  be  $700  million  in 
additional  program  payments  for  OPPS 
services  furnished  in  CY  2013.  The 
effect  on  the  Medicaid  program  is 
expected  to  be  limited  to  increased 
copayments  that  Medicaid  may  make  on 
behalf  of  Medicaid  recipients  who  are 
also  Medicare  beneficiaries.  We  refer 
readers  to  our  discussion  of  the  impact 
on  beneficiaries  in  section  XXII.  A.  of 
this  proposed  rule. 

(7)  Alternative  OPPS  Policies 
Considered 

Alternatives  to  the  OPPS  changes  we 
are  proposing  to  make  and  the  reasons 
for  our  selected  alternatives  are 
discussed  throughout  this  proposed 
rule.  In  this  section,  we  discuss  some  of 
the  major  issues  and  the  alternatives 
considered. 

•  Alternatives  Considered  for  Our 
Proposal  To  Base  the  APC  Relative 
Payment  Weights  on  Geometric  Mean 
Costs  Rather  Than  Median  Costs 

As  described  in  section  II.A.2.f.  of  this 
proposed  rule,  we  are  proposing  to  base 
the  CY  2013  relative  payment  weights 


on  which  OPPS  payments  are  calculated 
using  geometric  mean  costs  rather  than 
median  costs.  We  are  proposing  to 
establish  this  policy  based  on  public 
stakeholder  comments,  the 
improvements  we  have  made  to  the  data 
process  to  obtain  more  data  and 
additional  accuracy  in  estimating  cost, 
and  the  other  reasons  described  in  the 
geometric  mean  based  relative  payment 
weights  section. 

In  developing  this  proposal,  we 
considered  another  alternative,  which 
was  to  continue  basing  the  relative 
payment  weights  based  on  median 
costs.  As  discussed  in  the  geometric 
mean  based  weights  section,  medians 
have  historically  served  as  a  good 
measure  of  central  tendency  and 
continue  to  do  so.  In  the  initial 
establishment  of  the  OPpS,  we  selected 
medians  as  the  measure  of  central 
tendency  on  which  to  base  the  weights 
for  a  number  of  reasons.  Those  included 
statistical  bases  such  as  medians’ 
resistance  to  outlier  observations  and 
tbeir  impact  as  well  as  reasons 
surrounding  the  practical 
implementation  of  the  OPPS’  as  a  new 
payment  system.  While  some  of  those 
reasons  for  selecting  medians  continue 
to  apply,  others  are  now  less  relevant 
because  of  changes  we  have  made  in  our 
data  process,  or  no  longer  apply  because 
of  factors  such  as  actual  development  of 
a  working  payment  system.  We  have 
made  a  number  of  changes  to  the  OPPS 
to  address  some  of  the  challenges  in 
arriving  at  better  estimates  of  service 
cost,  including  trims,  more  specific 
application  of  cost  to  charge  ratios  in 
estimating  cost,  modeling  changes  to 
better  simulate  payment  mechanisms, 
and  methods  of  obtaining  additional 
claims  data  through  what  is  already 
available  such  as  the  bypass  list. 

We  believe  that  those  changes  have 
helped  to  improve  the  relative  costs  on 
which  the  payment  system  is  based.  We 
also  believe  that  geometric  mean  costs 
would  better  incorporate  the  range  of 
costs  associated  with  providing  a 
service,  and  thus  would  represent  one 
such  additional  improvement. 
Therefore,  in  order  to  improve  the 
accuracy  at  which  we  arrive  at  service 
costs  used  to  set  relative  payment 
weights,  to  be  responsive  to  stakeholder 
concerns  regarding  the  degree  to  which 
OPPS  payment  appropriately  reflects 
service  cost,  and  the  other  reasons 
described  in  section  II.A.2.f  of  this 
proposed  rule,  we  are  proposing  to 
establish  the  CY  2013  OPPS  relative 
payment  weights  based  on  geometric 
-means  rather  than  continuing  our 
historical  practice  of  modeling  costs 
using  median  costs. 
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•  Alternatives  Considered  for  Payment 
of  Drugs  and  Biologicals  That  Do  Not 
Have  Pass-Through  Status 

We  are  proposing  to  pay  for  separately 
payable  drugs  and  biologicals  at  ASP+6 
percent,  based  on  section 
1833{t)(14)(A)(iii)(II)  of  the  Act,  also 
referred  to  as  the  statutory  default.  As 
detailed  in  greater  depth  in  section 
V.B.3  of  this  proposed  rule,  this 
payment  will  represent  the  combined 
payment  for  both  the  acquisition  and 
pharmacy  overhead  costs  of  separately 
payable  drugs  and  biologicals. 

We  considered  three  mternatives  for 
payment  for  drugs  and  biologicals  that 
do  not  have  pass-through  status  for  CY 
2013  (separately  payable  drugs  and 
biologicals).  The  first  alternative  we 
considered  was  to  use  the  standard 
methodology,  as  described  in  the  CY 
2006  OPPS/ASC  final  rule  with 
comment  period  (70  FR  68642).  We 
compared  the  estimated  aggregate  cost 
of  separately  payable  drugs  and 
biologicals  in  our  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
separately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 
average  acquisition  cost,  to  calculate  the 
estimated  percent  of  ASP  that  would 
serve  as  the  best  proxy  for  the  combined 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals,  but  without  redistribution  of 
estimated  pharmacy  overhead  costs. 
Under  this  methodology,  without  a 
redistribution  of  overhead  costs  fi’om 
packaged  drugs  to  separately  payable 
drugs,  using  April  2012  ASP 
information  and  costs  derived  from  CY 
2011  OPPS  claims  data,  we  estimated 
the  combined  acquisition  and  overhead 
costs  of  separately  payable  drugs  and 
biologicals  to  be  ASP+0  percent.  As 
discussed  in  section  V.B.3.  of  this 
proposed  rule,  we  also  determined  that 
the  combined  acquisition  and  overhead 
costs  of  packaged  drugs  are  311  percent 
of  ASP. 

We  did  not  choose  this  alternative 
because  we  believe  that  this  analysis  , 
indicates  that  hospital  charging 
practices  reflected  in  our  stemdard  drug 
payment  methodology  have  the 
potential  to  “compress”  the  calculated 
costs  of  separately  payable  drugs  and 
biologicals  to  some  degree  when  there  is 
no  redistribution  of  estimated  pharmacy 
overhead  costs.  Further,  we  recognize 
that  the  attribution  of  pharmacy 
overhead  costs  to  pacl^ged  or  separately 
payable  drugs  and  biologicals  through 
our  standard  drug  payment 
methodology  of  a  combined  payment  for 
acquisition  and  pharmacy  overhead 
costs  depends,  in  part,  on  the  treatment 
of  all  drugs  and  biologicals  each  year 


under  our  annual  drug  packaging 
threshold.  Changes  to  the  packaging 
threshold  may  result  in  changes  to 
payment  for  the  overhead  cost  of  drugs 
and  biologicals  that  do  not  reflect  actual 
changes  in  hospital  pharmacy  overhead 
cost  for  those  products. 

The  second  alternative  we  considered 
was  to  propose  to  continue  our 
overhead  adjustment  methodology  for 
CY  2013  and  redistribute  $270  million 
in  overhead  costs  from  packaged  coded 
and  uncoded  drugs  and  biologicals  to 
separately  payable  drugs  and 
biologicals.  Using  this  approach,  we 
adjusted  the  CY  2011  pharmacy 
overhead  redistribution  amount  of  $200 
million  using  the  PPI  for 
Pharmaceuticals  for  Human  Use, 
resulting  in  a  redistribution  amount  of 
$270  million  and  a  payment  rate  for 
separately  payable  drugs  of  ASP+6 
percent.  We  did  not  choose  this 
alternative  because  of  the  reasons 
discussed  below  and  in  further  detail  in 
section  V.B.3  of  this  proposed  rule. 

The  third  option  that  we  considered, 
and  the  one  that  we  are  proposing  for 
CY  2013,  is  to  pay  for  separately  payable 
drugs  and  biologicals  administered  in 
the  hospital  outpatient  depcirtment,  at 
ASP+6  percent  based  on  the  statutory 
default  described  in  section 
1833(t)(14)(A)(iii)(II)  of  the  Act,  which 
requires  an  alternative  methodology  for 
determining  payment  rates  for  SCODs 
wherein,  if  hospital  acquisition  cost 
data  are  not  available,  payment  shall  be 
equal  (subject  to  any  adjustment  for 
overhead  costs)  to  payment  rates 
established  under  the  methodology 
described  in  section  1842(o),  section 
1847A,  or  section  1847B  of  the  Act,  as 
calculated  and  adjusted  by  the  Secretary 
as  necessary.  We  are  proposing  that  this 
ASP+6  percent  payment  amount  for 
separately  payable  drugs  and  biologicals 
represents  the  combined  acquisition  and 
pharmacy  overhead  payment  for  drugs 
and  biologicals  for  CY  2013. 

As  described  in  further  detail  in 
section  V.B.3  of  this  proposed  rule,  we 
chose  this  alternative  because  we  are 
uncertain  about -the  full  cost  of 
pharmacy  overhead  and  acquisition 
cost,  due  to  the  limitations  of  the 
submitted  hospital  charge  and  claims 
data  for  drugs.  We  believe  that  the 
continued  use  of  our  current  drug 
payment  methodologies  may  not 
appropriately  account  for  average 
acquisition  and  pharmacy  overhead  cost 
and  therefore  could  result  in  future 
payment  rates  that  are  not  appropriate. 

Therefore,  we  are  proposing  to  pay  for 
separately  payable  drugs  and  biologicals 
based  on  the  statutory  default  at  the 
physician’s  office  Part  B  payment  rates, 
as  established  in  1842(o)  and  1847A  of 


the  Act,  at  ASP+6  percent.  We  believe 
that  paying  for  separately  payable  drugs 
and  biologicals  at  ASP+6  percent  based 
on  the  statutory  default  is  appropriate  at 
this  time  as  it  yields  increased 
predictability  in  payment  for  drugs  and 
biologicals  under  the  OPPS  while 
appropriately  paying  for  drugs  at  a  level 
consistent  with  payment  amounts 
yielded  by  our  methodology  of  the  past 
7  years. 

b.  Estimated  Effects  of  ASC  Payment 
System  Proposals 

On  August  2,  2007,  we  published  in 
the  Federal  Register  the  final  rule  for 
the  revised  ASC  payment  system, 
effective  January  1,  2008  (72  FR  42470). 
In  that  final  rule,  we  adopted  the 
methodologies  to  set  payment  rates  for 
covered  ASC  services  to  implement  the 
revised  payment  system  so  that  it  would 
be  designed  to  result  in  budget 
neutrality  as  required  by  section  626  of 
Public  Law  108-173;  established  that 
the  OPPS  relative  payment  weights 
would  be  the  basis  for  payment  and  that 
we  would  update  the  system  annually 
as  part  of  the  OPPS  rulemaking  cycle; 
and  provided  that  the  revised  ASC 
payment  rates  would  be  phased  in  over 
4  years. 

ASC  payment  rates  are  calculated  by 
multiplying  the  ASC  conversion  factor 
by  the  ASC  relative  payment  weight.  As 
discussed  fully  in  section  XIV.  of  this 
proposed  rule,  we  set  the  proposed  CY 
2013  ASC  relative  payment  weights  by 
scaling  the  proposed  CY  2013  OPPS 
relative  payment  weights  by  the 
proposed  ASC  scaler  of  0.9331.  The 
estimated  effects  of  the  proposed 
updated  relative  payment  weights  on 
payment  rates  are  varied  and  are 
reflected  in  the  estimated  payments 
displayed  in  Tables  46  and  47  below. 

Beginning  in  CY  2011,  section  3401  of 
the  Affordable  Care  Act  requires  that  the 
annual  update  to  the  ASC  payment 
system  (which  currently  is  the  CPI-U) 
after  application  of  any  quality  reporting 
reduction  be  reduced  by  a  productivity 
adjustment.  The  Affordable  Care  Act 
defines  the  productivity  adjustment  to 
be  equal  to  the  10-year  moving  average 
of  changes  in  annual  economy-wide 
private  nonfarm  business  multifactor 
productivity  (MFP)  (as  projected  by  the 
Secretary  for  the  10-year  period  ending 
with  the  applicable  fiscal  year,  year, 
cost  reporting  period,  or  other  annual 
period).  Because  the  ASCQR  Program 
would  not  affect  payment  rates  until  CY 
2014,  there  would  be  no  reduction  to 
the  CPI-U  for  failure  to  meet  the 
requirements  of  the  ASCQR  Program  for 
CY  2013.  We  calculated  the  proposed 
CY  2013  ASC  conversion  factor  by 
adjusting  the  CY  2012  ASC  conversion 
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factor  by  1.0002  to  account  for  changes 
in  the  proposed  pre-floor  and  pre¬ 
reclassified  hospital  wage  indices 
between  CY  2012  and  CY  2013  and  by 
applying  the  proposed  CY  2013  MFP- 
ad justed  CPI-U  update  factor  of  1.3 
percent  (projected  CPI-U  update  of  2.2 
percent  minus  a  projected  productivity 
adjustment  of  0.9  percent).  The 
proposed  CY  2013  ASC  conversion 
factor  is  $43,190. 

(1)  Limitations  of  Our  Analysis 

Presented  here  are  the  projected 
effects  of  the  proposed  changes  for  CY 
2013  on  Medicare  payment  to  ASCs.  A 
key  limitation  of  our  analysis  is  our 
inability  to  predict  changes  in  ASC 
service-mix  between  CY  2011  and  CY 
2013  with  precision.  We  believe  that  the 
net  effect  on  Medicare  expenditures 
resulting  from  the  proposed  CY  2013 
changes  would  be  small  in  the  aggregate 
for  all  ASCs.  However,  such  changes 
may  have  differential  effects  across 
surgical  specialty  groups  as  ASCs 
continue  to  adjust  to  the  payment  rates 
based  on  the  policies  of  the  revised  ASC 
payment  system.  We  are  unable  to 
accurately  project  such  changes  at  a 
disaggregated  level.  Clearly,  individual 
ASCs  would  experience  changes  in 
payment  that  differ  from  the  aggregated 
estimated  impacts  presented  below. 

(2)  Estimated  Effects  of  ASC  Payment 
System  Proposals  on  ASCs 

Some  ASCs  are  multispecialty 
facilities  that  perform  the  gamut  of 
surgical  procedures  from  excision  of 
lesions  to  hernia  repair  to  cataract 
extraction;  others  focus  on  a  single 
specialty  and  perform  only  a  limited 
range  of  surgical  procedures,  such  as 
eye,  digestive  system,  or  orthopedic 
procedures.  The  combined  effect  on  an 
individual  ASC  of  the  proposed  update 
to  the  CY  2013  payments  would  depend 
on  a  number  of  factors,  including,  but 
not  limited  to,  the  mix  of  services  the 
ASC  provides,  the  volume  of  specific 
services  provided  by  the  ASC,  the 
percentage  of  its  patients  who  are 
Medicare  beneficiaries,  and  the  extent  to 
which  an  ASC  provides  different 
services  in  the  coming  year.  The 
following  discussion  presents  tables  that 


display  estimates  of  the  impact  of  the 
proposed  CY  2013  updates  to  the  ASC 
payment  system  on  Medicare  payments 
to  ASCs,  assuming  the  same  mix  of 
services  as  reflected  in  our  CY  2011 
claims  data.  Table  46  depicts  the 
estimated  aggregate  percent  change  in 
payment  by  surgical  specialty  or 
ancillary  items  and  services  group  by 
comparing  estimated  CY  2012  payments 
to  estimated  CY  2013  payments,  and 
Table  47  shows  a  comparison  of 
estimated  CY  2012  payments  to 
estimated  CY  2013  payments  for 
procedures  that  we  estimate  would 
receive  the  most  Medicare  payment  in 
CY  2012. 

Table  46  shows  the  estimated  effects 
on  aggregate  Medicare  payments  under 
the  ASC  payment  system  by  surgical 
specialty  or  ancillary  items  and  services 
group.  We  have  aggregated  the  surgical 
HCPCS  codes  by  specialty  group, 
grouped  all  HCPCS  codes  for  covered 
ancillary  items  and  services  into  a  single 
group,  and  then  estimated  the  effect  on 
aggregated  payment  for  surgical 
specialty  and  ancillary  items  and 
services  groups.  The  groups  are  sorted 
for  display  in  descending  order  by 
estimated  Medicare  program  payment  to 
ASCs.  The  following  is  an  explanation 
of  the  information  presented  in  Table 
46. 

•  Column  1 — Surgical  Specialty  or 
Ancillary  Items  and  Services  Group 
indicates  the  surgical  specialty  into 
which  ASC  procedures  are  grouped  and 
the  ancillary  items  and  services  group 
which  includes  all  HCPCS  codes  for 
covered  ancillary  items  and  services.  To 
group  surgical  procedures  by  surgical 
specialty,  we  used  the  CPT  code  range 
definitions  and  Level  II  HCPCS  codes 
and  Category  III  CPT  codes  as 
appropriate,  to  account  for  all  surgical 
procedures  to  which  the  Medicare 
program  payments  are  attributed. 

•  Column  2 — Estimated  CY  2012  ASC 
Payments  were  calculated  using  CY 

2011  ASC  utilization  (the  most  recent 
full  year  of  ASC  utilization)  and  CY 

2012  ASC  payment  rates.  The  surgical 
specialty  and  ancillary  items  and 
services  groups  are  displayed  in 
descending  order  based  on  estimated  CY 
2012  ASC  payments. 


•  Column  3 — Estimated  CY  2013 
Percent  Change  is  the  aggregate 
percentage  increase  or  decrease  in 
Medicare  program  payment  to  ASCs  for 
each  surgical  specialty  or  ancillary 
items  and  services  group  that  would  be 
attributable  to  proposed  updates  to  ASC 
payment  rates  for  CY  2013  compared  to 
CY  2012. 

As  seen  in  Table  46,  we  estimate  that 
the  proposed  update  to  ASC  rates  for  CY 
2013  would  result  in  a  1  percent 
increase  in  aggregate  payment  amounts 
for  eye  and  ocular  adnexa  procedures,  a 
3  percent  increase  in  aggregate  payment 
amounts  for  digestive  system 
procedures,  and  a  5  percent  increase  in 
aggregate  payment  amounts  for  nervous 
system  procedures. 

Generally,  for  the  surgical  specialty 
groups  that  account  for  less  ASC 
utilization  and  spending,  we  estimate 
that  the  payment  effects  of  the  proposed 
CY  2013  update  are  variable.  For 
instance,  we  estimate  that,  in  the 
aggregate,  payment  for  integumentary 
system  procedures,  respiratory  system 
procedures,  and  cardiovascular  systems 
procedures  would  decrease  by  2 
percent,  whereas  auditory  system 
procedures  would  increase  by  1  percent 
under  the  proposed  CY  2013  rates. 

An  estimated  increase  in  aggregate 
payment  for  the  specialty  group  does 
not  mean  that  all  procedures  in  the 
group  would  experience  increased 
payment  rates.  For  example,  the 
proposed  estimated  increase  for  CY 
2013  for  nervous  system  procedures  is 
likely  due  to  an  increase  in  the 
proposed  ASC  payment  weight  for  some 
of  the  high  volume  procedures,  such  as 
CPT  code  63685  (Insrt/redo  spine  n 
generator)  where  estimated  payment 
would  increase  by  10  percent  for  CY 
2013. 

Also  displayed  in  Table  46  is  a 
separate  estimate  of  Medicare  ASC 
payments  for  the  group  of  separately 
payable  covered  ancillary  items  and 
services.  The  payment  estimates  for  the 
covered  surgical  procedures  include  the 
costs  of  packaged  ancill^y  items  and 
services.  We  estimate  that  aggregate 
payments  for  these  items  and  services 
would  remain  unchanged  for  CY  2013. 


Table  46— Estimated  Impact  of  the  Proposed  CY  2013  Update  to  the  ASC  Payment  System  on  Aggregate 
CY  2013  Medicare  Program  Payments  by  Surgical  Specialty  or  Ancillary  Items  and  Services  Group 


I 

Surgical  specialty  group 

Estimated 

CY  2012 
ASC  payments 
(in  millions) 

Estimated  CY 
2013  percent 
change 

(1) 

(2) 

(3) 

1 _ _ _ 

$3,430 

1 

Eye  and  ocular  adnexa . 

1,448 

1 
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Table  46-rEsTiMATED  Impact  of  the  Proposed  CY  2013  Update  to  the  ASC  Payment  System  on  Aggregate 
CY  2013  Medicare  Program  Payments  by  Surgical  Specialty  or  Ancillary  Items  and  Services  Group— 
Continued 


Digestive  system . 

Nervous  system . 

Musculoskeletal  system . 

Genitourinary  system . 

Integumentary  system  . 

Respiratory  system  . 

Cardiovascular  system  . 

Armllary  items  and  services . 

Auditory  system  . 

Hematoto^  &  lymphatic  systems 


Estimated  CY 

Surgical  specialty  group  '  ASCp^ments  2013  percent 

(in  millions) 

_ (1)_ _  (2) _ (3) 

.  715  3 

. : .  436  5 

.  430  - 1 

.  159  0 

.  129  -2 

.  45  -2 

.  31  -2 


Table  47  below  shows  the  estimated 
impact  of  the  proposed  updates  to  the 
revised  ASC  payment  system  on 
aggregate  ASC  payments  for  selected 
surgical  procedures  during  CY  2013. 

The  table  displays  30  of  the  procedures 
receiving  the  greatest  estimated  CY  2012 
aggregate  Medicare  payments  to  ASCs. 
The  HCPCS  codes  are  sorted  in 


descending  order  by  estimated  CY  2012 
program  payment. 

•  Column  1 — CPT/ HCPCS  code. 

•  Column  2 — Short  Descriptor  of  the 
HCPCS  code. 

•  Column  3 — Estimated  CY  2012  ASC 
Payments  were  calculated  using  CY 
2011  ASC  utilization  (the  most  recent 
full  year  of  ASC  utilization)  and  the  CY 


2012  ASC  payment  rates.  The  estimated 
CY  2012  payments  are  expressed  in 
millions  of  dollars. 

•  Column  4 — Estimated  CY  2013 
Percent  Change  reflects  the  percent 
differences  between  the  estimated  ASC 
payment  for  CY  2012  and  the  estimated 
payment  for  CY  2013  based  on  the 
proposed  update. 


Table  47— Estimated  Impact  of  the  Proposed  CY  2013  Update  to  the  ASC  Payment  System  on  Aggregate 

Payments  for  Selected  Procedures 


CPT/HCPCS 

code* 

(1) 


66984  .  Cataract  surg  w/iol,  1  stage  ... 

43239 .  Upper  Gl  endoscopy,  biopsy  . 

45380 .  Colonoscopy  and  biopsy  . 

45385  .  Lesion  removal  colonoscopy  . 

45378  .  Diagnostic  colonoscopy . 

66982  .  Cataract  surgery,  Comdex . 

64483 .  Inj  foramen  epidural  I/s . 

6231 1  .  Inject  spine  I/s  (cd)  . 

66821  .  After  cataract  laser  surgery  ... 

63650 .  Implant  neuroelectrodes  . 

15823 .  Revision  of  upper  eyelid  . 

G0105 .  CokKectal  scm;  hi  risk  ind  . 

64493 .  Inj  paravert  f  jnt  I/s  1  lev . 

29827  .  Arthroscop  rotator  cuff  repr  ... 

64721  .  Carpal  tunnel  surgery  . 

G0121  .  .  Col^  ca  scm  not  hi  rsk  ind  .. 

29881  .  Knee  arthroscopy/surgery . 

63685 .  Insrt/redo  spine  n  generator  .. 

64590 .  Insrt/redo  pn/gastr  stimul  . 

29880 .  Knee  arthroscopy/surgery . 

45384 .  Lesion  remove  rolonoscopy  .. 

43235 .  Uppr  gi  endoscopy  diagnosis 

52000 .  Cystoscopy  . 

28285 .  Repair  of  hammertoe . 

62310 .  Inj^spir^c/t . . 

26055 .  Incise  finger  terxJon  sheath  .. 

29826 .  Shoulder  arthroscopy/surgery 

67042 .  Vit  for  macular  hole  . 

67904 .  Repair  eyelid  defect . 

50590 .  Fragmenting  of  kidney  stone 


Short  descriptor 


Estimated  Estimated 

CY2012  CY2013 

ASC  payments  percent 

(in  millions)  change 


*  Note  that  HCPCS  codes  we  are  proposing  to  delete  for  CY  2013  are  not  displayed  in  this  table. 
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(3)  Estimated  Effects  of  ASC  Payment 
System  Proposals  on  Beneficiaries 

We  estimate  that  the  proposed  CY 
2013  update  to  the  ASC  payment  system 
would  be  generally  positive  for 
beneficiaries  with  respect  to  the  new 
procedures  that  we  are  proposing  to  add 
to  the  ASC  list  of  covered  surgical 
procedures  and  for  those  that  we  are 
proposing  to  designate  as  office-based 
for  CY  2013.  First,  other  than  certain 
preventive  services  where  coinsurance 
and  the  Part  B  deductible  is  waived  to 
comply  with  sections  1833(a)(1)  and  (b) 
of  the  Act,  the  ASC  coinsurance  rate  for 
all  procedures  is  20  percent.  This 
contrasts  with  procedures  performed  in 
HOPDs,  where  the  beneficiary  is 
responsible  for  copayments  that  range 
from  20  percent  to  40  percent  of  the 
procedure  payment.  Second,  in  almost 
all  cases,  the  ASC  payment  rates  under 
the  ASC  payment  system  are  lower  than 
payment  rates  for  the  same  procedures 
under  the  OPPS.  Therefore,  the 
beneficiary  coinsurance  amount  under 
the  ASC  payment  system  will  almost 
always  be  less  than  the  OPPS 
copayment  amount  for  the  same 
services.  (The  only  exceptions  would  be 
if  the  ASC  coinsurance  amount  exceeds 
the  inpatient  deductible.  The  statute 
requires  that  copayment  amounts  under 
the  OPPS  not  exceed  the  inpatient 
deductible.)  Furthermore,  the  additions 
to  the  ASC  list  of  covered  surgical 
procedures  will  provide  beneficiaries 
access  to  more  surgical  procedures  in 
ASCs.  Beneficiary  coinsurance  for 
services  migrating  from  physicians’ 
offices  to  ASCs  may  decrease  or  increase 
under  the  revised  ASC  payment  system, 
depending  on  the  particular  service  and 
the  relative  payment  amounts  for  that 
service  in  the  physician’s  office 
compared  to  the  ASC.  However,  for 
those  additional  procedures  that  we  are 
proposing  to  designate  as  office-based  in 
CY  2013,  the  beneficiary  coinsurance 
amount  would  be  no  greater  than  the 
beneficiary  coinsurance  in  the 
physician’s  office  because  the 
coinsurance  in  both  settings  is  20 
percent  (except  for  certain  preventive 
services  where  the  coinsurance  is 
waived  in  both  settings). 

(4)  Alternative  ASC  Payment  Policies 
Considered  ^ 

Alternatives  to  the  changes  we  are 
proposing  to  make  to  the  ASC  payment 
system  and  the  reasons  that  we  have 
chosen  specific  options  are  discussed 
throughout  this  proposed  rule.  Some  of 
the  major  ASC  issues  discussed  in  this 
proposed  rule  and  the  options 
considered  are  discussed  below. 


•  Alternatives  Considered  for  the 
Annual  Update  to  ASC  Payments  for 
Inflation 

Section  1833(i)(2)(C)(i)  of  the  Act 
requires  that,  “if  the  Secretary  has  not 
updated  amounts  established”  under 
the  revised  ASC  payment  system  in  a 
calendar  year,  the  payment  amounts 
“shall  be  increased  by  the  percentage 
increase  in  the  Consumer  Price  Index 
for  all  urban  consumers  (U.S.  city 
average)  as  estimated  by  the  Secretary 
for  the  12-month  period  ending  with  the 
midpoint  of  the  year  involved.”  The 
statute,  therefore,  does  not  mandate  the 
adoption  of  any  particular  update 
mechanism,  but  it  requires  the  payment 
amounts  to  be  increased  by  the  CPI-U 
in  the  abselice  of  any  update.  Because 
the  Secretary  updates  the  ASC  payment 
amounts  annually  under  the  revised 
payment  system,  we  are  not  compelled 
to  increase  the  ASC  pa3mtient  amounts 
by  the  CPI-U.  Nonetheless,  we  adopted 
a  policy,  which  we  codified  at 
§  416.171(a)(2)(ii),  to  update  the  ASC 
conversion  factor  using  the  CPI-U  for 
CY  2010  and  subsequent  calendar  years. 
While  we  believe  the  CPI-U  is 
appropriate  to  apply  to  update  the  ASC 
payment  system,  the  CPI-U  is  highly 
weighted  for  housing  and  transportation 
and  may  not  best  reflect  inflation  in  the 
cost  of  providing  ASC  services. 
Therefore,  as  alternatives  to  using  the 
CPI-U  to  update  ASC  payment  rates  for 
inflation,  in  developing  this  proposed 
rule,  we  considered  using;  (1)  The 
hospital  market  basket,  which  is  used  to 
update  OPPS  rates  for  inflation;  (2)  the 
PE  component  of  the  MEI  update,  which 
is  used  to  update  the  MPFS  payment 
rates  for  inflation;  or  (3)  the  average  of 
the  hospital  market  basket  update  and 
the  PE  component  of  the  MEI  update. 

We  did  not  select  the  use  of  any  of  the 
above  alternatives  to  using  the  CPI-U  to 
update  ASC  payments  for  inflation 
because,  until  we  have  more 
information  regarding  the  cost  inputs  of 
ASCs,  we  are  not  confident  that  any  of 
the  alternatives  are  a  better  proxy  for 
ASC  cost  inputs  than  the  CPI-U. 

•  Alternatives  Considered  for  Office- 
Based  Procedures 

According  to  our  existing  policy  for 
the  ASC  payment  system,  we  designate 
as  office-based  those  procedures  that  are 
added  to  the  ASC  list  of  covered 
surgical  procedures  in  CY  2008  or  later 
years  and  that  we  determine  are 
predominantly  performed  in  physicians’ 
offices  based  on  consideration  of  the 
most  recent  available  volume  and 
utilization  data  for  each  individual 
procedure  HCPCS  code  and/or,  if 
appropriate,  the  clinical  characteristics. 


utilization,  and  volume  of  related 
HCPCS  codes.  We  establish  payment  for 
procedures  designated  as  office-based  at 
the  lesser  of  the  MPFS  nonfacility 
practice  expense  payment  amount  or  the 
ASC  rate  developed  according  to  the 
standard  methodology  of  the  ASC 
payment  system. 

In  developing  this  proposed  rule,  we 
reviewed  CY  2011  utilization  data  for  all 
surgical  procedures  added  to  the  ASC 
list  of  covered  surgical  procedures  in  CY 
2008  or  later  yeeirs  and  for  those 
procedures  for  which  the  office-based 
designation  is  temporary  in  the  CY  2012 
OPPS/ ASC  final  rule  with  comment 
period  (76  FR  74406  through  74408). 
Based  on  that  review  and  as  discussed 
in  section  XlV.C.l.b.  of  this  proposed 
rule,  we  are  proposing  to  newly 
designate  6  surgical  procedures  as 
permanently  office-based,  to  make 
temporary  office-based  designations  for 
6  procedures  in  CY  2013  that  were 
designated  as  temporarily  office-based 
for  CY  2012,  and  to  make  temporary 
office-based  designations  for  2 
procedures  that  are  proposed  as  new 
ASC  covered  surgical  procedures  for  CY 
2013.  We  considered  two  alternatives  in 
developing  this  policy. 

The  first  alternative  we  considered 
was  to  make  no  change  to  the  procedure 
payment  designations.  This  would  mean 
that  we  would  pay  for  the  6  procedures 
we  proposed  to  designate  as 
permanently  office-based  and  the  8 
procedures  we  proposed  to  designate  as 
temporarily  office-based  at  an  ASC 
payment  rate  calculated  according  to  the 
standard  ratesetting  methodology  of  the 
ASC  payment  system.  We  did  not  select 
this  alternative  because  our  analysis  of 
the  data  and  our  clinical  review 
indicated  that  all  6  procedures  we 
proposed  to  designate  as  permanently 
office-based,  as  well  as  the  8  procedures 
that  we  proposed  to  designate 
temporarily  as  office-based,  are 
considered  to  be  predominantly 
performed  in  physicians’  offices. 
Consistent  with  our  final  policy  adopted 
in  the  August  2,  2007  final  rule  (72  FR 
42509  through  42513),  we  were 
concerned  that  making  payments  at  the 
standard  ASC  payment  rate  for  the  6 
procedures  we  proposed  to  designate  as 
permanently  office-based  and  the  8 
procedures  we  proposed  to  designate  as 
temporarily  office-based  could  create 
financial  incentives  for  the  procedures 
to  shift  from  physicians’  offices  to  ASCs 
for  reasons  unrelated  to  clinical 
decisions  regarding  the  most 
appropriate  setting  for  surgical  care. 
Further,  consistent  with  our  policy,  we 
believe  that  when  adequate  data  become 
available  to  make  permanent 
determinations  about  procedures  with 
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temporary  office-based  designations, 
maintaining  the  temporary  designation 
is  no  longer  appropriate. 

The  second  alternative  we  considered 
and  the  one  we  are  proposing  for  CY 
2013  is  to  designate  6  additional 
procedures  as  permanently  office-based 
for  CY  2013  and  to  designate  8 
procedures  as  temporarily  office-based 
in  CY  2013.  We  chose  this  alternative 
because  our  claims  data  and  clinical 
review  indicate  that  these  procedures 
would  be  considered  to  be 
predominantly  performed  in  physicians’ 
offices.  We  believe  that  designating 
these  procedures  as  office-based,  which 
results  in  the  CY  2013  ASC  payment 
rate  for  these  procedures  potentially 
being  capped  at  the  CY  2013  physicians’ 
office  rate  (that  is,  the  MPFS  nonfacility 
practice  expense  pa)mient  amount),  if 
applicable,  is  an  appropriate  step  to 
ensure  that  Medicare  payment  policy 
does  not  create  financial  incentives  for 
such  procedures  to  shift  unnecessarily 
from  physicians’  offices  to  ASCs, 
consistent  with  our  final  policy  adopted 
in  the  August  2,  2007  final  rule. 

c.  Effects  of  the  Proposed  Revisions  to 
the  QIO  Regulations 

In  section  XVIII.  of  this  proposed  rule, 
we  discuss  our  proposed  changes  to  the 
QIO  program  regulations,  including: 
Adding  provisions  for  processing 
beneficiary  complaints  that  will  give 
beneficiaries  more  information  about 
the  QIO’s  review  process,  which 
includes  a  new  alternative  dispute 
resolution  option  (immediate  advocacy); 
giving  QIOs  the  authority  to  send  and 
receive  secure  transmissions  of 
electronic  versions  of  health 
information;  conveying  beneficiaries  the 
right  to  authorize  the  QIOs’  use  and 
disclosure  of  confidential  information; 
and  removing  outdated  regulatory 
provisions  that  will  enable  QIOs  to  give 
more  information  regarding  the  results 
of  reviews.  We  believe  the  proposed 
changes  will  improve  the  QIO  program, 
give  beneficiaries  better  information 
regarding  review  activities  and  reduce 
burden  for  both  providers  and 
practitioners. 

The  QIO  program  requests 
approximately  62,400  medical  records 
each  year  for  the  Hospital  IQR  and 
Hospital  OQR  Programs  combined 
(38,400  for  inpatient  and  24,000  for 
outpatient).  For  the  Hospital  IQR 
Program,  the  average  number  of  pages 
per  medical  record  is  289  pages,  and  for 
the  Hospital  OQR  Program,  the  average 
number  of  pages  is  74.  Reimbursement 
is  made  at  a  rate  of  $0.12  per  page  for 
PPS  hospitals,  which  includes  the  costs 
of  toner,  paper,  and  labor  associated 
with  the  copying  of  paper  medical 


records.  We  also  note  that  the  labor 
associated  with  copying  the  medical 
records  can  be  considerable.  In  fact, 
many  providers  and  practitioners  store 
health  information  electronically,  and 
these  same  providers  and  practitioners 
are  forced  to  print  hard  copies  of  the 
information  for  shipment  to  the  QIOs. 
Sometimes  this  may  entail  using  the 
“print  screen’’  function  to  create  the 
record  to  be  shipped.  On  average,  the 
cost  of  shipping  the  records  is 
approximately  $32.35  per  shipment, 
with  approximately  5,200  shipments 
being  made.  The  shipping  amount  takes 
into  consideration  that,  for  some  QIO 
review  activities,  multiple  record are 
shipped  at  one  time,  which  can  involve 
the  use  of  several  boxes. 

Under  our  proposal,  by  example, 
assuming  all  hospitals  operate  under  a 
PPS,  should  all  hospitals  transfer  health 
information  on  a  digital  versatile  device 
(DVD),  the  costs  associated  with  the 
toner  and  paper  would  he  replaced  by 
the  costs  of  a  DVD.  In  fact,  numerous 
medical  records  could  be  copied  to  a 
single  DVD.  Moreover,  the  labor  in 
copying  the  records  would  be 
substantially  reduced  because,  for 
example,  rather  than  copying  the 
average  289  pages  related  to  a  Hospital 
IQR  Program  review,  the  file  could  be 
electronically  transferred  to  a  DVD  for 
shipping.  We  estimate  that  the  $0.12  per 
page  rate  could  be  reduced  by  as  much 
as  $0.07  per  page.  Based  on  the  overall 
average  number  of  pages  for  the 
Hospital  IQR  Program  and  Hospital 
OQR  Program,  respectively,  reducing 
the  per  page  rate  to  $0.05  per  page 
would  save  $901,152  ((11,097,600  pages 
X  $0.12  =  $1,331,712)  +  (1,776,000  pages 
X  $0.12  =  $213,120)  -  (11,097,600 
pages  X  $0.05  =  $554,880)  -  (1,776,000 
pages  X  $0.05  =  $88,800)). 

The  proposed  changes  also  would 
reduce  the  costs  associated  with  mailing 
the  records.  For  the  Hospital  IQR 
Program,  hospitals  sometimes  need  to 
ship  as  many  as  four  or  five  large  boxes 
of  medical  records.  By  comparison,  a 
single  DVD  can  house  multiple  medical 
records  and  even  if  multiple  DVDs  were 
required,  all  the  DVDs  could  be  mailed 
in  a  single  envelope  at  a  significantly 
lower  costs.  Potentially,  the  per 
envelope  mailing  cost  could  be  as  low 
as  $5  compared  to  the  per  shipment 
average  cost  of  $32.35.  Thus,  if  all 
records  were  shipped  on  DVDs,  the 
program  would  save  $142,220 
($168,220 -$26,000). 

The  proposed  changes  allowing  the 
sending  and  receiving  of  electronic 
versions  of  health  information  also 
would  reduce  costs  for  other  QIO  review 
activities.  QIOs  request  approximately 
100,000  medical  records  in  completing 


other  review  activities,  including  but 
not  limited  to  requests  related  to  the 
processing  of  general  quality  of  care 
reviews,  written  beneficiary  complaint 
reviews,  medical  necessity  reviews,  and 
expedited  discharge  appeal  reviews. 

The  average  number  of  pages  associated 
with  each  of  these  reviews  varies 
greatly,  and  we  have  estimated  an 
overall  average  of  approximately  175 
pages  per  request.  The  reimbursement 
rate  for  requests  associated  with  these 
activities  is  $0.12  per  page  for  PPS 
providers  and  $0.15  per  page  for 
practitioners  and  non-PPS  providers. 
Assuming  an  overall  average  number  of 
175  pages  for  each  record,  we  estimate 
that  the  total  number  of  pages  requested 
is  approximately  17,500,000.  Assuming 
that  approximately  75  percent 
(13,125,000)  of  the  pages  are  from 
practitioners  and  non-PPS  providers, 
with  the  remaining  25  percent 
(4,375,000)  from  PPS  providers,  based 
on  the  $0.12  or  $0.15  per  page 
reimbursement  rate,  we  estimate  that 
the  total  costs  would  be  approximately 
$1,968,750  and  $525,000,  respectively. 

If  all  these  requests  were  fulfilled  using 
a  DVD  or  other  electronic  means,  we 
estimate  that  the  cost  per  page  could  be 
reduced  to  approximately  $0.05  per 
page  for  PPS  providers  and  $0.06  per 
page  for  practitioners  and  non-PPS 
providers.  Thus,  the  estimated  savings 
related  to  PPS  providers  would  be 
approximately  $306,250 
($525,000  — $218,750)  and  the  estimated 
savings  related  to  practitioners  and  non- 
PPS  providers  would  be  approximately 
$1,181,250  ($1,968,750  -  $787,500). 

With  regard  to  mailing,  we  also 
believe  the  proposed  changes  would 
significantly  reduce  the  costs  for  other 
QIO  review  activities.  Moreover,  unlike 
the  Hospital  IQR  and  Hospital  OQR 
Programs,  the  number  of  medical 
records  requested  for  these  other  QIO 
review  activities  more  closely  mirrors 
the  actual  number  of  shipments  made. 
For  example,  on  average,  the  QIOs 
request  100,000  medical  records  related 
to  these  other  activities,  and  we  estimate 
that  this  equates  to  approximately 
82,000  shipments.  We  estimate  that 
there  is  a  corresponding  decrease  in  the 
cost  per  shipment  ($7  per  shipment 
compared  to  $32.35  per  shipment  for 
the  Hospital  IQR  and  OQR  Programs).  If 
DVDs  were  used  instead  of  paper  copies 
of  the  medical  records,  we  estimate 
saving  of  $164,000  (82,000  x  $7  — 

82,000  X  $5). 

Beginning  with  the  QIOs’  most  recent 
scope  of  work,  which  began  August  1, 
2011,  QIOs  began  offering  immediate 
advocacy  to  Medicare  beneficiaries  for 
the  resolution  of  certain  types  of  oral 
complaints.  We  believe  that  cost  savings 
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will  be  realized  as  a  result.  In 
developing  this  new  proposed  process, 
we  had  several  goals.  One  of  these  goals 
was  to  create  a  way  for  Medicare 
beneficiaries  to  obtain  resolutions  of 
complaints  much  faster  than  the 
traditional  peer  review  process,  which 
usually  take  over  158  days  to  complete 
because,  inevitably,  various  timeframes 
throughout  the  review  process  are  not 
met  (for  example,  providers  and 
practitioners  sometimes  take  more  time 
that  allowed  to  respond  to  medical 
record  requests  or  the  opportunity  fot 
discussion).  By  comparison,  we  believe 
that  immediate  advocacy  normally  can 
be  completed  within  2  calendar  days. 
However,  this  proposed  process  could 
result  in  reductions  of  more  than  merely 
a  reduction  in  days.  Because  immediate 
advocacy  is  completed  without 
reviewing  a  beneficiary’s  medical 
record,  QIOs  would  save  the  costs 
associated  with  requesting  the  records, 
which  includes  the  labor,  supplies 
(toner  and  paper),  and  mailing  of  the 
records.  Moreover,  although  there  may 
he  some  variation  among  QIOs, 
immediate  advocacy  would  typically  be 
carried  out  by  a  nurse  or  social  worker, 
and,  thus,  the  QIO  can  avoid  the  more 


expensive  costs  associated  with  the  use 
of  a  physician  reviewer. 

In  addition,  for  a  traditional 
complaint  review,  the  QIO’s  peer 
reviewer  completes  three  separate  and 
distinct  reviews  (the  interim  initial 
determination,  the  final  initial 
determination,  and  the  reconsideration 
determination),  each  time  reviewing  the 
medical  information  and  providing  his/ 
her  conclusion  about  the  quality  of  care 
provided.  Moreover,  the  provider  and/or 
practitioner  who  is  the  subject  of  the 
complaint  will  be  brought  into  the 
complaint  process  each  time  to  respond 
to  the  conclusions.  With  immediate 
advocacy,  the  nurse  or  social  work 
would  be  involved  once,  early  in  the 
process,  with  the  primary  role  being  to 
listen  to  the  beneficiary’s  concerns  and 
then  coordinate  a  resolution  with  the 
provider  or  practitioner,  instead  of 
merely  reviewing  information  contained 
iij  the  beneficicU'y’s  medical 
information.  Not  only  would  this 
process  enable  beneficiaries  to  obtain 
resolution  of  complaints  quicker,  but  it 
would  decrease  the  amount  of  time  and 
energy  practitioners  and  providers 
would  devote  to  responding  to  the 
complaints.  This  is  especially  true  for 
certain  types  of  complaints  where  the 


issues  involved  are  not  even 
documented  in  the  medical  information 
the  physician  reviewers  would  review 
in  the  traditional  complaint  process. 
Typically,  we  have  estimated  a  total  cost 
per  case  of  $960  for  each  case  processed 
using  the  traditional  peer  review 
process.  We  estimate  that,  for  those 
instances  where  immediate  advocacy  is 
used,  th6  average  cost  per  case  would  be 
approximately  $87.  On  average,  QIOs 
complete  approximately  3,500 
complaint  reviews  each  year,  and  we 
estimate  that  approximately  10  percent 
of  these  reviews  (350)  would  be 
resolved  using  immediate  advocacy 
instead  of  the  traditional  peer  review 
process.  This  would  result  in  savings  of 
$305,550  each  year  (($960  x  350  = 
$336,000)  -  ($87  X  350  =  $30,450)). 

The  technical  changes  to  the  QIO 
regulations  under  section  XVIII.F.  of 
this  proposed  rule  that  we  are  proposing 
to  improve  the  regulations  reflect  CMS’ 
commitment  to  the  general  principles  of 
the  President’s  Executive  Order  on 
Regulatory  Reform,  Executive  Order 
13563  (January  18,  2011). 

Below  is  a  table  summarizing  the 
savings  associated  with  both  of  these 
provisions. 


Provision 

Savings  per  year 

Authority  to  transmit  information  electronically  . 

$2,388,622  total  per  year. 

Quality  Reporting  Information  (Copying) . .' . 

901,152. 

Quality  Reporting  information  (Mailing) . 

142,220.- 

Other  QIO  Activities  (Copying) . 

1,181,250. 

Other  QIO  Activities  (Mailing) . 

164,000. 

Immediate  Advocacy  . . . : . . . 

305,550  total  per  year. 

Total  Savings . 

2,694,172  per  year. 

d.  Accounting  Statements  and  Tables 

As  required  by  OMB  Circular  A-4 
(available  on  the  Office  of  Management 
and  Budget  Web  Site  at:  http:// 

WWW.  whiteh  ouse.gov/sites/ defa  ult/ files/ 
omb/assets/regulatory  matters _pdf/a- 
4.pdf,  we  have  prepared  three 
accounting  statements  to  illustrate  the 
impacts  of  this  proposed  rule.  The  first 
accounting  statement.  Table  48  below, 
illustrates  the  classification  of 


expenditures  for  the  CY  2013  estimated 
hospital  OPPS  incurred  benefit  impacts 
associated  with  the  proposed  CY  2013 
OPD  fee  schedule  increase,  based  on  the 
FY  2013  President’s  Budget.  The  second 
accounting  statement,  Table  49  below, 
illustrates  the  classification  of 
expenditures  associated  with  the 
proposed  1.3  percent  CY  2013  update  to 
the  ASC  payment  system,  based  on  the 
provisions  of  this  proposed  rule  and  the 
baseline  spending  estimates  for  ASCs  in 


the  FY  2013  President’s  Budget.  The 
third  accounting  statement.  Table  50 
below,  illustrates  the  estimated  impact 
based  on  the  proposed  provisions 
allowing  QIOs  to  securely  send  and 
receive  electronic  versions  of  health 
information  as  well  as  the  use  of 
alternative  dispute  resolution  process 
called  immediate  advocacy.  Lastly,  the 
three  tables  classify  all  estimated 
impacts  as  transfers. 


Table  48— Accounting  Statement:  CY  2013  Estimated  Hospital  OPPS  Transfers  From  CY  2012  to  CY  2013 
Associated  With  the  Proposed  CY  2013  Hospital  Outpatient  OPD  Fee  Schedule  Increase 


Category 

Transfers 

Annualized  Monetized  Transfers  . 

^  From  Whom  to  Whom . 

$700  million. 

Federal  Government  to  outpatient  hospitals  and  other  providers  who  received  pay¬ 
ment  urKfer  the  hospital  OPPS. 

Total  . 

$700  million. 
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Table  49— Accounting  Statement:  Classification  of  Estimated  Transfers  From  CY  2012  to  CY  2013  as  a 
Result  of  the  Proposed  CY  2013  Update  to  the  Revised  Asc  Payment  System 


Category  - 

Transfers 

Annualized  Monetized  Transfers  . 

From  Whom  to  Whom . 

$40  million. 

Federal  Government  to  Medicare  Providers  and  Suppliers. 

Total  . 

$40  million. 

Table  50— Accounting  Statement;  CY  2013  Estimated  Savings  to  Medicare  From  the  Proposed  Revisions  of 

THE  QIO  Regulations 

Category 

Transfers 

Annualized  Monetized  Transfers  . 

From  whom  to  Whom  . 

-$2.7  million. 

Federal  Government  to  Medicare  Providers. 

Total  . 

-$2.7  million. 

e.  Effects  of  Proposed  Requirements  for 
the  Hospital  OQR  Program 

In  section  XVI.  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68758  through  68781),  section  XVI. 
of  the  CY  2010  OPPS/ ASC  final  rule 
with  comment  period  (74  FR  60629 
through  60655),  section  XVI.  of  the  CY 
2011  OPPS/ASC  final  rule  with 
comment  period  (75  FR  72064  through 
72110),  and  section  XVI.  of  the  CY  2012 
OPPS/ASC  finaPrule  with  comment 
period  (76  FR  74451  through  74492),  we 
discussed  the  requirements  for 
subsection  (d)  hospitals  to  report  quality 
data  under  the  Hospital  OQR  Program  in 
order  to  receive  the  full  OPD  fee 
schedule  increase  factor  for  CY  2010, 

CY  2011,  and  CYs  2012  through  2014, 
respectively.  In  section  XV.  of  this 
proposed  rule,  we  are  proposing  to 
adopt  additional  policies  affecting  the 
Hospital  OQR  Program. 

We  determined  that  114  hospitals  did 
not  meet  the  requirements  to  receive  the 
full  OPD  fee  schedule  increase  factor  for 
CY  2012.  Most  of  these  hospitals  (106  of 
the  114)  received  little  or  no  OPPS 
payment  on  an  annual  basis  and  did  not 
participate  in  the  Hospital  OQR 
Program.  We  estimate  that  106  hospitals 
may  not  receive  the  full  OPD  fee 
schedule  increase  factor  in  CY  2014.  We 
are  unable  at  this  time  to  estimate  the 
number  of  hospitals  that  may  not 
receive  the  full  OPD  fee  schedule 
increase  factor  in  CY  2015. 

In  section  XVI.E.3.a.  of  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  (74  FR  60647  through  60650),  for 
the  CY  2011  payment  update,  as  part  of 
the  validation  process,  we  required 
hospitals  to  submit  paper  copies  of 
requested  medical  records  to  a 
designated  contractor  within  the 
required  timefirame.  Failure  to  submit 
requested  documentation  could  result  in 


a  2.0  percentage  point  reduction  to  a 
hospital’s  CY  2011  OPD  fee  schedule 
increase  factor,  but  the  failure  to  attain 
a  validation  score  threshold  would  not. 

In  section  XVI.D.3.b  of  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period,  we  finalized  our  proposal  to 
validate  data  submitted  by  800  hospitals 
of  the  approximately  3,200  participating 
hospitals  for  purposes  of  the  CY  2012 
Hospital  OQR  Program  payment 
determination.  We  stated  our  belief  that 
this  approach  was  suitable  for  the  CY 
2012  Hospital  OQR  Program  because  it 
would:  Produce  a  more  reliable  estimate 
of  whether  a  hospital’s  submitted  data 
have  been  abstracted  accurately;  provide 
more  statistically  reliable  estimates  of 
the  quality  of  care  delivered  in  each 
selected  hospital  as  well  as  at  the 
national  level;  and  reduce  overall 
hospital  burden  because  most  hospitals 
would  not  be  selected  to  undergo 
validation  each  year.  We  adopted  a 
threshold  of  75  percent  as  the  threshold 
for  the  validation  score  because  we 
believed  this  level  was  reasonable  for 
hospitals  to  achieve  while  still  ensuring 
accuracy  of  the  data.  Additionally,  this 
level  is  consistent  with  what  we 
adopted  in  the  Hospital  Inpatient 
Quality  Reporting  (IQR)  Program 
(formerly  referred  to  as  the  Reporting 
Hospital  Quality  Data  for  Annual 
Payment  Update  (RHQDAPU)  program)) 
(75  FR  50225  through  50229).  As  a 
result,  we  believed  that  the  effect  of  our 
validation  process  for  CY  2012  would  be 
minimal  in  terms  of  the  number  of 
hospitals  that  would  not  meet  all 
program  requirements. 

In  the  CY  2012  OPPS/ASC  final  rule 
with  comment  period,  we  fingdized  our 
proposal  to  validate  data  submitted  by 
up  to  500  of  the  approximately  3,200 
participating  hospitals  for  purposes  of 
the  CY  2013  Hospital  OQR  Program 
payment  determination.  Under  our 


policy  for  CY  2011,  CY  2012,  and  CY 
2013,  we  stated  that  we  would  conduct 
a  measure  level  validation  by  assessing 
whether  the  measure  data  submitted  by 
the  hospital  matches  the  independently 
reabstracted  measure  data. 

In  this  proposed  rule,  for  CY  2014  and 
subsequent  years  payment 
determinations,  we  are  proposing  some 
modifications  to  administrative 
requirements  in  extending  a  deadline  to 
submit  a  Notice  of  Participation  as  well 
as  to  extraordinary  circumstance  waiver 
or  extension  and  reconsideration 
processes  to  broaden  the  scope  of 
personnel  who  can  sign  these  requests. 
However,  we  are  not  proposing  any 
modifications  to  our  validation 
requirements.  We  expect  these 
proposals  to  have  minimal  impact  on 
the  program. 

As  stated  above,  we  are  unable  to 
estimate  the  number  of  hospitals  that 
may  not  receive  the  full  OPD  fee 
schedule  increase  factor  in  CY  2015.  We 
also  are  unable  to  estimate  the  number 
of  hospitals  that  would  fail  the 
validation  documentation  submission 
requirement  for  the  proposed  CY  2015 
payment  update. 

The  validation  requirements  for  CY 
2014  would  result  in  medical  record 
documentation  for  approximately  6,000 
cases  per  quarter  for  CY  2014,  being 
submitted  to  a  designated  CMS 
contractor.  We  will  pay  for  the  cost  of 
sending  this  medical  record 
documentation  to  the  designated  CMS 
contractor  at  the  rate  of  12  cents  per 
page  for  copying  and  approximately 
$1.00  per  case  for  postage.  We  have 
found  that  an  outpatient  medical  chart 
is  generally  up  to  10  pages.  Thus,  as  a 
result  of  validation  requirements 
effective  for  CY  2014,  we  estimate  that 
we  will  have  expenditures  of 
approximately  $13,200  per  quarter  for 
CY  2014.  Because  we  will  pay  for  the 


Federal  Register/ Vol.  77,  No.  146 /Monday,  July  30,  2012 /Proposed  Rules 


45225 


data  collection  effort,  we  believe  that  a 
requirement  for  medical  record 
documentation  for  7,300  total  cases  for 
up  to  500  hospitals  for  CY  2014 
represents  a  minimal  burden  to  Hospital 
OQR  Program  participating  hospitals. 

We  are  proposing  to  maintain  a  45- 
day  timeframe  for  hospitals  to  submit 
requested  medical  record 
documentation  to  meet  our  validation 
requirement.  The  total  burden  would  be 
a  maximum  of  12  charts  for  each  of  the 
four  quarters  that  must  be  copied  and 
mailed  within  a  45-day  period  after  the 
end  of  each  quarter. 

f.  Effects  of  the  Proposed  EHR  Electronic 
Reporting  Pilot 

Under  section  XV.K.  of  this  proposed 
rule,  we  are  proposing  to  allow  eligible 
hospitals  and  CAHs  that  are 
participating  in  the  EHR  Incentive 
Program  to  meet  the  CQM  reporting 
requirement  of  the  program  for  payment 
year  2013  by  participating  in  the 
Medicare  EHR  Incentive  Program 
Electronic  Reporting  Pilot.  This 
proposal  would  facilitate  the  use  of  an 
electronic  infrastructure  that  supports 
the  use  of  EHRs  by  hospitals  and  CAHs 
to  meet  the  requirements  in  various 
CMS  programs  and  reduce  reporting 
burden  simultaneously.  Through  this 
pilot,  we  have  encouraged  hospitals  and 
CAHs  to  take  steps  toward  the  adoption 
of  EHRs  that  will  allow  for  reporting  of 
clinical  quality  data  from  EHRs  to  a 
CMS  data  repository.  We  expect  that  the 
submission  of  quality  data  through 
EHRs  will  provide  a  foundation  for 
establishing  the  capacity  of  hospitals  to 
send,  and  for  CMS,  in  the  future,  to 
receive,  quality  measures  via  hospital 
EHRs  for  the  Hospital  IQR  Program’s 
measures.  Hospitals  that  choose  to 
participate  in  the  EHR  Incentive 
Program  by  means  of  this  pilot  for  the 
purpose  of  meeting  the  CQM  reporting 
requirement  of  Meaningful  Use  will  be 
taking  those  first  steps  toward  reporting 
clinical  quality  data  in  such  a  way. 

There  are  no  changes  to  the  costs  or 
impact  in  the  2012  OPPS/ASC  final  rule 
for  the  proposed  2013  Medicare  EHR 
Incentive  Program  Electronic  Reporting 
Pilot  for  Hospitals  and  CAHs. 

g.  Effects  of  Proposals  for  the  ASCQR 
Program 

In  section  XVI.  of  this  proposed  rule, 
for  the  ASCQR  Program,  we  are  seeking 
public  comment  on  our  approach  for 
future  measures  selection  and 
development  as  well  as  proposing 
certain  measures  for  future  inclusion  in 
the  ASCQR  Program  measure  set.  For 
the  CY  2015  payment  determination  and 
subsequent  year  payment 
determinations,' we  are  proposing 


requirements  regarding  the  dates  for 
submission,  payment,  and  completeness 
for  claims-based  measures.  We  also  are 
proposing  how  the  payment  rates  would 
be  reduced  for  ASCs  that  fail  to  meet 
program  requir^ements  beginning  in  CY 
2014  and  are  clarifying  our  policy  on 
updating  measures. 

We  are  unable  at  this  time  to  estimate 
the  number  of  ASCs  that  may  not 
receive  the  full  ASC  annual  payment 
update  in  CYs  2014,  2015,  and  2016. 
However,  we  do  not  expect  our 
proposals  to  significantly  affect  the 
number  of  facilities  that  do  not  receive 
a  full  annual  payment  update. 

h.  Effects  of  Proposed  Updates  to  the 
IRFQRP 

In  section  XVII.  of  this  proposed  rule, 
we  discuss  our  proposals  to  retain  the 
measures  that  were  finalized  for  the  IRF 
QRP  for  the  previous  annual  payment 
determination  year,  for  all  subsequent 
annual  payment  determination  years, 
unless  we  propose  otherwise. 
Specifically,  we  are  proposing  to  apply 
this  policy  to  the  two  quality  measures 
that  were  previously  finalized  in  the  FY 
2012  IRF  PPS  final  rule.  We  are 
proposing  to  use  the  CAUTI  measure 
that  was  previously  finalized  in  the  FY 
2012  IRF  PPS  final  rule  with  revisions 
which  were  made  by  the  NQF  after 
publication  of  the  FY  2012  IRF  PPS  final 
rule.  We  are  proposing  to  apply  the 
revised  CAUTI  measure  to  the  2012 
reporting  period  and  each  subsequent 
reporting  period  thereafter. 

These  proposed  changes  would  not 
impose  any  additional  burden  on  IRFs, 
nor  would  they  result  in  any  increase  in 
costs. 

B.  Regulatory  Flexibility  Act  (RFA) 
Analysis 

The  RFA  requires  agencies  to  analyze 
options  for  regulatory  relief  of  small 
entities,  if  a  rule  has  a  significant  impact 
on  a  substantial  number  of  small 
entities.  For  purposes  of  the  RFA,  we 
estimate  that  most  hospitals,  ASCs  and 
CMHCs  are  small  entities  as  that  term  is 
used  in  the  RFA.  For  purposes  of  the 
RFA,  most  hospitals  are  considered 
small  businesses  according  to  the  Small 
Business  Administration’s  size 
standards  with  total  revenues  of  $34.5 
million  or  less  in  any  single  year.  Most 
ASCs  and  most  CMHCs  are  considered 
small  businesses  with  total  revenues  of 
$10  million  or  less  in  any  single  year. 
For  details,  see  the  Small  Business 
Administration’s  “Table  of  Small 
Business  Size  Standards”  at  http:// 
www.sba.gov/content/table-small- 
business-size-standards. 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory 


impact  analysis  if  a  rule  may  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals.  This  analysis  must  conform  to 
the  provisions  of  section  603  of  the 
RFA.  For  purposes  of  section  1102(b)  of 
the  Act,  we  define  a  small  rural  hospital 
as  a  hospital  that  is  located  outside  of 
a  metropolitan  statistical  area  and  has 
100  or  fewer  beds.  We  estimate  that  this 
proposed  rule  may  have  a  significant 
impact  on  approximately  705  small 
rural  hospitals. 

The  analysis  above,  together  with  the 
remainder  of  this  preamble,  provides  a 
regulatory  flexibility  analysis  and  a 
regulatory  impact  analysis. 

C.  Unfunded  Mandates  Reform  Act 

Analysis  « 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMRA) 
also  requires  that  agencies  assess 
anticipated  costs  and  benefits  before 
issuing  any  rule  whose  mandates 
require  spending  in  any  1  year  of  $100 
million  in  1995  dollars,  updated 
annually  for  inflation.  That  threshold 
level  is  currently  approximately  $139 
million.  This  proposed  rule  does  not 
mandate  any  requirements  for  State, 
local,  or  tribal  governments,  nor  will  it 
affect  private  sector  costs. 

D.  Conclusion 

The  changes  we  are  proposing  will 
affect  all  classes  of  hospitals  paid  under 
the  OPPS  and  will  affect  both  CMHCs 
and  ASCs.  We  estimate  that  most  classes 
of  hospitals  paid  under  the  OPPS  will 
experience  a  modest  increase  or  a 
minimal  decrease  in  payment  for 
services  furnished  under  the  OPPS  in 
CY  2013.  Table  45  demonstrates  the 
estimated  distributional  impact  of  the 
OPPS  budget  neutrality  requirements 
that  would  result  in  a  2.1  percent 
increase  in  payments  for  all  services 
paid  under  the  OPPS  in  CY  2013,  after 
considering  all  proposed  changes  to 
APC  reconfiguration  and  recalibration, 
as  well  as  the  proposed  OPD  fee 
schedule  increase  factor,  proposed  wage 
index  changes,  including  the  proposed 
frontier  State  wage  index  adjustment, 
estimated  payment  for  outliers,  and 
proposed  changes  to  the  pass-through 
payment  estimate.  However,  some 
classes  of  providers  that  are  paid  under 
the  OPPS  would  experience  more 
significant  gains  and  others  would 
experience  modest  losses  in  OPPS 
payments  in  CY  2013.  We  estimate  that 
hospitals  for  whom  DSH  data  are  not 
available  (non-IPPS,  largely  urban 
hospitals)  would  experience  an.  increase 
of  8.2  percent  due  to  increased 
payments  for  partial  hospitalization, 
group  psychotherapy  and  hemodialysis 
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services.  CMHCs  would  see  an  overall 
decrease  in  payment  of  4.4  percent  as  a 
result  of  a  decrease  in  their  estimated 
costs. 

The  proposed  updates  to  the  ASC 
payment  system  for  CY  2013  would 
affect  each  of  the  approximately  5,300 
ASCs  currently  approved  for 
participation  in  the  Medicare  program. 
The  effect  on  an  individual  ASC  would 
depend  on  its  mix  of  patients,  the 
proportion  of  the  ASC’s  patients  who 
are  Medicare  beneficiaries,  the  degree  to 
which  the  payments  for  the  procedures 
offered  by  the  ASC  are  changed  under 
the  ASC  payment  system,  and  the  extent 
to  which  the  ASC  provides  a  different 
set  of  procedures  in  the  coming  year. 
Table  46  demonstrates  the  estimated 
distributional  impact  among  ASC 
surgical  specialties  of  the  MFP-adjusted 
CPI-U  update  factor  of  1.3  percent  for 
CY  2013. 

XXIII.  Federalism  Analysis 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a 
proposed  rule  (and  subsequent  hnal 
rule)  that  imposes  substantial  direct 
costs  on  State  and  local  governments, 
preempts  State  law,  or  otherwise  has 
Federalism  implications. 

We  have  examined  the  OPPS  and  ASC 
provisions  included  in  this  proposed 
rule  in  accordance  with  Executive  Order 
13132,  Federalism,  and  have 
determined  that  they  will  not  have  a 
substantial  direct  effect  on  State,  local 
or  tribal  governments,  preempt  State 
law,  or  otherwise  have  a  Federalism 
implication.  As  reflected  in  Table  45  of 
this  proposed  rule,  we  estimate  that 
OPPS  payments  to  governmental 
hospitals  (including  State  and  local 
governmental  hospitals]  would  increase 
by  2.1  percent  under  this  proposed  rule. 
While  we  do  not  know  the  number  of 
ASCs  or  CMHCs  with  government 
ownership,  we  anticipate  that  it  is 
small.  The  analyses  we  have  provided 
in  this  section  of  this  proposed  rule,  in 
conjunction  with  the  remainder  of  this 
document,  demonstrate  that  this 
proposed  rule  is  consistent  with  the 
regulatory  philosophy  and  principles 
identified  in  Executive  Order  12866,  the 
RFA,  and  section  1102(b)  of  the  Act. 
This  proposed  rule  would  affect 
payments  to  a  substantial  number  of 
small  rural  hospitals  and  a  small 
number  of  rural  ASCs,  as  well  as  other 
classes  of  hospitals,  CMHCs,  and  ASCs, 
and  some  effects  may  be  significant. 


42  CFR  Part  416 

Health  facilities.  Health  professions. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  419 

Hospitals,  Medicare,  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  476 

Health  care.  Health  professional. 

Health  record.  Peer  Review 
Organization  (PRO),  Penalties,  Privacy, 
Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  478 

Administrative  practice  and 
procedure.  Health  care.  Health 
professions.  Peer  Review  Organizations 
(PRO),  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  480 

Health  care.  Health  professions. 

Health  records.  Peer  Review 
Organizations  (PRO),  Privacy,  Reporting 
and  recordkeeping  requirements. 

42  CFR  Part  495 

Computer  technology.  Electronic 
health  records.  Electronic  transactions. 
Health,  Health  care.  Health  information 
technology.  Health  insurance.  Health 
records.  Hospitals,  Laboratories, 
Medicaid,  Medicare,  Privacy,  Reporting 
and  recordkeeping  requirements.  Public 
health.  Security. 

For  reasons  stated  in  the  preamble  of 
this  document,  the  Centers  for  Medicare 
&  Medicaid  Services  is  proposing  to 
amend  42  CFR  chapter  IV  as  set  forth 
below: 

PART  416— AMBULATORY  SURGICAL 
SERVICES 

1.  The  authority  citation  for  Part  416 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302 
andl395hh). 

2.  Section  416.160  is  amended  by 
revising  paragraph  (a)(1)  to  read  as 
follows: 

§  41 6.1 60  Basis  and  scope. 

(a)*  *  * 

(1)  Section  1833(i)(2)(D)  of  the  Act 
requires  the  Secretary  to  implement  a 
revised  payment  system  for  payment  of 
surgical  services  furnished  in  ASCs.  The 
statute  requires  that,  in  the  year  such 
system  is  implemented,  the  system  shall 
be  designed  to  result  in  the  same 
amount  of  aggregate  expenditures  for 
such  services  as  would  be  made  if  there 


was  no  requirement  for  a  revised' 
payment  system.  The  revised  pajrment 
system  shall  be  implemented  no  earlier 
than  January  1,  2006,  and  no  later  than 
January  1,  2008.  The  statute  provides 
that  the  Secretary  may  implement  a 
reduction  in  any  annual  update  for 
failure  to  report  on  quality  measures  as 
specified  by  the  Secretary.  The  statute 
also  requires  that,  for  CY  2011  and  each 
subsequent  year,  any  annual  update  to 
the  ASC  payment  system,  after 
application  of  any  reduction  in  the 
annual  update  for  failure  to  report  on 
quality  measures  as  specified  by  the 
Secretary,  be  reduced  by  a  productivity 
adjustment.  There  shall  be  no 
administrative  or  judicial  review  under 
section  1869  of  the  Act,  section  1878  of 
the  Act,  or  otherwise  of  the 
classification  system,  the  relative 
weights,  payment  amounts,  and  the 
geographic  adjustment  factor,  if  any,  of 
the  revised  payment  system. 

it  it  ic  it  ic 

3.  Section  416.171  is  amended  by — 

a.  Redesignating  paragraph  (a)(2)(iii) 
as  paragraph  (a)(2)(iv)  and  revising  the 
redesignated  paragraph  (a)(2)(iv). 

b.  Adding  paragraph  (a)(2)(iii). 

The  revision  and  addition  read  as 

follows: 

§  416.171  Determination  of  payment  rates 
for  ASC  services. 

(a)  *  *  * 

(2)  *  *  * 

(iii)  For  CY  2014  and  subsequent 
calendar  years,  the  Consumer  Price 
Index  for  All  Urban  Consumers  update 
determined  under  paragraph  (a)(2)(ii)  of 
this  section  is  reduced  by  2.0  percentage 
points  for  an  ASC  that  fails  to  meet  the 
standards  for  reporting  of  ASC  quality 
measures  as  established  by  the  Secretary 
for  the  corresponding  calendar  yeeur. 

(iv)  Productivity  adjustment.  (A)  For 
calendar  year  2011  and  subsequent 
years,  the  Consumer  Price  Index  for  All 
Urban  Consumers  determined  under 
paragraph  (a)(2)(ii)  of  this  section,  after 
application  of  any  reduction  under 
paragraph  (a)(2)(iii)  of  this  section,  is 
reduced  by  the  productivity  adjustment 
described  in  section  1886(b)(3){B)(xi)(II) 
of  the  Act. 

(B)  The  application  of  the  provisions 
of  paragraph  (a)(2)(iv)(A)  of  this  section 
may  result  in  the  update  being  less  them 
zero  percent  for  a  year,  and  may  result 
in  payment  rates  for  a  year  being  less 
than  the  payment  rates  for  the  preceding 
year. 

***** 

4.  Section  416.195  is  amended  by 
revising  paragraphs  (a)(2)  and  (a)(4) 
introductory  text,  to  read  as  follows: 
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§  416.195  Determination  of  membership  in 
new  ciasses  of  new  technology  lOLs. 

(a)  *  *  * 

(2)  The  lOL  shall  have  a  new  lens 
characteristic  in  comparison  to 
currently  available  lOLs.  The  FDA- 
approved  labeling  shall  contain  a  claim 
of  a  specific  clinical  benefit  imparted  by 
the  new  lens  characteristic. 
***** 

(4)  Any  specific  clinical  benefit 
referred  to  in  paragraph  (a)(2)  of  this 
section  must  be  supported  by  evidence 
that  demonstrates  that  the  lOL  results  in 
a  measurable,  clinically  meaningful, 
improved  outcome.  Improved  outcomes 
include: 

***** 

PART  419— PROSPECTIVE  PAYMENT 
SYSTEM  FOR  HOSPITAL  OUTPATIENT 
DEPARTMENT  SERVICES 

5.  The  authority  citation  for  Part  419 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1833(t),  and  1871 
of  the  Social  Security  Act  (42  U.S.C.  1302, 
1395(t),  and  1395hh). 

6.  Section  419.2  is  amended  by 
revising  paragraph  (b)  heading  and 
introductory  text  to  read  as  follows: 

§419.2  Basis  of  payment.  « 

***** 

(b)  Determination  of  hospital 
outpatient  prospective  payment  rates: 
Packaged  costs.  The  prospective 
payment  system  establishes  a  national 
payment  rate,  standardized  for 
geographic  wage  differences,  that 
includes  operating  and  capital-related 
costs  that  are  directly  related  and 
integral  to  performing  a  procedure  or 
furnishing  a  service  on  an  outpatient 
basis.  In  general,  these  packaged  costs 
include,  but  are  not  limited  to,  the 
following  items  and  services,  the 
payments  for  which  are  packaged  into 
the  payments  for  the  related  procedures 
or  services. 

*  *  *  ^  *  * 

7.  Section  419.31  is  amended  by 
revising  paragraphs  (a)(1),  (b),  and  (c)(2) 
to  read  as  follows: 

§  41 9.31  Ambulatory  payment 
classification  (APC)  system  and  payment 
weights. 

(a)  *  *  * 

(1)  CMS  classifies  outpatient  services 
and  procedures  that  are  comparable 
clinically  and  in  terms  of  resource  use 
into  APC  groups.  Except  as  specified  in 
paragraph  (a)(2)  of  this  section,  items 
and  services  within  a  group  are  not 
comparable  with  respect  to  the  use  of 
resources  if  the  highest  geometric  mean 
cost  for  an  item  or  service  within  the 
group  is  more  than  2  times  greater  than 


the  lowest  geometric  mean  cost  for  an 
item  or  service  within  the  group. 
***** 

(b)  APC  weighting  factors.  (1)  Using 
hospital  outpatient  claims  data  from 
calendar  year  1996  and  data  from  the 
most  recent  available  hospital  cost 
reports,  CMS  determines  the  geometric 
mean  costs  for  the  services  and 
procedures  within  each  APC  group. 

(2)  CMS  assigns  to  each  APC  group  an 
appropriate  weighting  factor  to  reflect 
the  relative  geometric  mean  costs  for  the 
services  within  the  APC  group 
compared  to  the  geometric  mean  costs  ^ 
for  the  services  in  all  APC  groups. 

(c)  *  *  * 

(2)  CMS  standardizes  the  geometric 
mean  costs  determined  in  paragraph 
(b)(1)  of  this  section  by  adjusting  for 
variations  in  hospital  labor  costs  across 
geographic  areas. 

8.  Section  419.32  is  amended  by: 

a.  Revising  paragraph  (b)(l)(iv)(A). 

b.  Removing  “and”  from  the  end  of 
paragraph  (b)(l)(iv)(B)(2). 

c.  Removing  the  period  from  the  end 
of  peuagraph  (b)(l)(iv)(B)(3)  and  adding 

and”  in  its  place. 

d.  Adding  paragraph  (b)(l)(iv)(B)(4). 

The  revision  and  addition  read  as 

follows: 

§419.32  Calculation  of  prospective' 
payment  rates  for  hospital  outpatient 
services. 

***** 

(b)  *  *  * 

(1)  *  *  * 

(iv)(A)  For  calendar  year  2003  and 
subsequent  years,  by  the  OPD  fee 
schedule  increase  factor,  which,  subject 
to  the  adjustments  specified  in 
paragraph  (b)(l)(iv)(B)  of  this  section 
and  §§  419.43(h)(1)  and  (h)(2),  if 
applicable,  is  the  hospital  inpatient 
market  basket  percentage  increase 
applicable  under  section 
1886(b)(3)(B)(iii)  of  the  Act. 

(B)  *  *  * 

(4)  For  calendar  year  2013,  a 
multifactor  productivity  adjustment  (as 
determined  by  CMS)  and  0.1  percentage 
point. 

***** 

9.  Section  419.70  is  amended  by — 

a.  Revising  paragraph  (d)(2) 
introductory  text. 

b.  Adding  paragraph  (d)(7). 

The  revision  and  addition  read  as 
follows: 

§  41 9.70  T ransitional  adjustments  to  limit 
decline  in  payments. 

***** 

•  (d)  *  *  * 

(2)  Temporary  treatment  for  small 
rural  hospitals  on  or  after  January  1, 
2006.  For  covered  hospital  outpatient 


services  furnished  in  a  calendar  year 
from  January  1 ,  2006  through  December 
31,  2012,  for  which  the  prospective 
payment  system  amount  is  less  than  the 
pre-BBA  amount,  the  amount  of 
payment  under  this  part  is  increased  by 
95  percent  of  that  difference  for  services 
furnished  during  CY  2006,  90  percent  of 
that  difference  for  services  furnished 
during  CY  2007,  and  85  percent  of  that 
difference  for  services  furnished  during 
CYs  2008,  2009,  2010,  2011,  and  2012 
if  the  hospital — 

***** 

(7)  Temporary  treatment  of  sole 
community  hospitals  on  or  after  January 
1,  2012  through  December  31,  2012.  (i) 
For  covered  hospital  outpatient  services 
furnished  on  or  after  January  1,  2012 
through  December  31,  2012,  for  which 
the  prospective  payment  system  amount 
is  less  than  the  pre-BBA  amount,  the 
amount  of  payment  under  this  part  is 
increased  by  85  percent  of  that 
difference  if  the  hospital — 

(A)  Is  a  sole  community  hospital  as 
defined  in  §  412.92  of  this  chapter  or  is 
an  essential  access  community  hospital 
as  described  under  §  412.109  of  this 
chapter:  and 

(B)  Has  100  or  fewer  beds  as  defined 
in  §  412.105(b)  of  this  chapter,  except  as 
provided  in  paragraph  (d)(7)(ii)  of  this 
section; 

(ii)  For  covered  hospital  outpatient 
services  furnished  on  or  after  January  1, 
2012  through  February  29,  2012,  the  bed 
size  limitation  under  paragraph 

(d)(7)(i)(B)  of  this  section  does  not 
apply. 

***** 

PART  476— UTILIZATION  AND 
QUALITY  CONTROL  REVIEW 

10.  The  authority  citation  for  Part  476 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

11.  Section  476.1  is  amended  by — 

a.  Removing  the  definition  of  “Active 
staff  privileges”. 

b.  Adding  definitions  of  “Appointed 
representative”,  “Authorized 
representative”,  “Beneficiary 
complaint”,  “Beneficiary  complaint 
review”,  “Beneficiary  representative”, 
“General  quality  of  care  review”,  “Gross 
and  flagrant  violation”,  “Immediate 
advocacy”,  “Quality  improvement 
initiative”,  “Quality  of  care  concern”, 
“Quality  of  care  review”,  “Significant 
quality  of  care  concern”,  and 
“Substantial  violation  in  a  substantial 
number  of  cases”. 

c.  Revising  the  definition  of 
“Preadmission  certification”. 
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The  additions  and  revisions  read  as 
follows: 

§476.1  Definitions. 
***** 

Appointed  representative  means  an 
individual  appointed  by  a  Medicare 
beneficiary  to  represent  the  beneficiary 
in  the  beneficiary  complaint  review 
process. 

Authorized  representative  means  an 
individual  authorized,  under  State  or 
other  applica'ble  law,  to  act  on  behalf  of 
a  Medicare  benehciary.  An  authorized 
representative  has  all  of  the  rights  and 
responsibilities  of  a  Medicare 
beneficiary  throughout  the  processing  of 
a  beneficiary  complaint. 

Beneficiary  complaint  means  a 
complaint  by  a  Medicare  beneficiary  or 
a  Medicare  beneficiary’s  representative 
alleging  that  the  quality  of  Medicare 
covered  services  received  by  the 
beneficiary  did  not  meet  professionally 
recognized  standards  of  care.  A 
complaint  may  consist  of  one  or  more 
quality  of  care  concerns. 

Beneficiary  complaint  review  means  a 
review  conducted  by  a  QIO  in  response 
to  the  receipt  of  a  written  beneficiary 
complaint  to  determine  whether  the 
quality  of  Medicare  covered  services 
provided  to  the  beneficiary  was 
consistent  with  professionally 
recognized  standards  of  health  care. 

Beneficiary  representative  means  an 
individual  identified  as  an  authorized  or 
appointed  representative  of  a  Medicare 
beneficiary. 

***** 

General  quality  of  care  review  means 
a  re\iew  conducted  by  a  QIO  to 
determine  whether  the  quality  of 
Medicare  covered  services  provided  to  a 
Medicare  beneficiary  was  consistent 
with  professionally  recognized 
standards  of  health  care.  A  general 
quality  of  care  review  may  be  carried 
out  as  a  result  of  a  referral  to  the  QIO 
or  a  QIO’s  identification  of  a  potential 
concern  during  the  course  of  another 
review  activity  or  through  the  analysis 
of  data. 

Gross  and  flagrant  violation  means  a 
violation  of  an  obligation  resulting  from 
inappropriate  or  unnecessary  services, 
services  that  do  not  meet  recognized 
professional  standards  of  care,  or 
services  that  are  not  supported  by 
evidence  of  medical  necessity  or  quality 
as  required  by  the  QIO.  The  violation 
must  have  occurred  in  one  or  more 
instances  that  present  an  imminent 
demger  to  the  health,  safety,  or  well¬ 
being  of  a  program  patient  or  places  the 
program  patient  unnecessarily  in  iiigh- 
risk  situations. 

***** 


Immediate  advocacy  means  an 
informal  alternative  dispute  resolution 
process  used  to  quickly  resolve  an  oral 
complaint  .a  Medicare  beneficiary  or  his 
or  her  representation  has  regarding  the 
quality  of  Medicare  covered  health  care 
received.  This  process  involves  a  QIO 
representative’s  direct  contact  with  the 
provider  and/or  practitioner. 
***** 

Preadmission  certification  means  a 
favorable  determination,  transmitted  to 
the  hospital  and  the  fiscal  intermediary 
or  the  Medicare  administrative 
contractor,  approving  the  patient’s 
admission  for  payment  purposes. 
***** 

Quality  improvement  initiative  means 
any  formal  activity  designed  to  serve  as 
a  catalyst  and  support  for  quality 
improvement  thqt  uses  proven 
methodologies  to  achieve  these 
improvements.  The  improvements  may 
relate  to  safety,  health  care,  health  and 
value  and  involve  providers, 
practitioners,  beneficiaries,  and/or 
communities. 

Quality  of  care  concern  means  a 
concern  that  care  provided  did  not  meet 
a  professionally  recognized  standard  of 
health  care.  A  general  quality  of  care 
review  or  a  beneficiary  complaint 
review  may  cover  a  single  or  multiple 
concerns. 

Quality  of  care  review  means  a  review 
conducted  by  a  QIO  to  determine 
whether  the  quality  of  Medicare  covered 
services  provided  to  beneficiaries  was 
consistent  with  professionally 
recognized  standards  of  health  care.  A 
quality  of  care  review  can  either  be  a 
beneficiary  complaint  review  or  a 
general  quality  of  care  review. 
***** 

Significant  quality  of  care  concern 
means  a  determination  by  the  QIO  that 
the  quality  of  care  provided  to  a 
Medicare  beneficiary  did  not  meet  the 
standard  of  care  and,  while  not  a  gross 
and  flagrant  or  substantial  violation  of 
the  standard,  represents  a  noticeable 
departure  from  the  standard  that  could 
reasonably  be  expected  to  have  a 
negative  impact  on  the  health  of  a 
beneficiary. 

Substantial  violation  in  a  substantial 
number  of  cases  means  a  pattern  of 
providing  care  that  is  inappropriate, 
unnecessary,  or  does  not  meet 
recognized  professional  standards  of 
care,  or  is  not  supported  by  the 
necessary  documentation  of  care  as 
required  by  the  QIO. 
***** 

12,  Section  476.70  is  revised  to  read 
as  follows: 


§  476.70  Statutory  bases  and  applicability. 

(a)  Statutory  bases.  Sections  1154, 
1866(aKl)(F),  and  1886(f)(2)  of  the  Act 
require  that  a  QIO  review  those  services 
furnished  by  physicians,  other  health 
care  professionals,  providers  and 
suppliers  as  specified  in  its  contract 
with  the  Secretary. 

(b)  Applicability.  The  regulations  in 
this  .subpart  apply  to  review  conducted 
by  a  QIO  and  its  subcontractors. 

13.  Section  476.71  is  amended  by — 

a.  Revising  paragraph  (a)(2). 

b.  In  paragraph  (b),  removing  the 
reference  “§  405.330(b)”  and  adding  in 
its  place  the  reference  “§.411. 400(b)  of 
this  chapter”. 

c.  Revising  paragraph  (c)(1). 

The  revisions  read  as  follows: 

§476.71  QIO  review  requirements. 

(a)  *  *  * 

(2)  Whether  the  quality  of  the  services 
meets  professionally  recognized 
standards  of  health  care,  as  determined 
through  the  resolution  of  oral 
beneficiary  complaints  as  specified  in 
§476-.110,  written  beneficiary 
complaints  as  specified  in  §476.120,  or 
the  completion  of  general  quality  of  care 
reviews  as  specified  in  §476.160. 
***** 

(c)  *  *  * 

(1)  The  QIO  must  review  at  least  a 
random  sample  of  hospital  discharges 
each  quarter  and  submit  new  diagnostic 
and  procedural  information  to  the 
Medicare  administrative  contractor, 
fiscal  intermediary,  or  carrier  if  it 
determines  that  the  information 
submitted  by  the  hospital  was  incorrect. 
*  *  *  *  * 

§476.72  [Removed] 

14.  Section  476.72  is  removed. 

§476.73  [Amended] 

15.  In  §476. 73— 

a.  In  paragraph  (a),  the  phrase  “and 
Medicare  fiscal  intermediaries  and 
carriers.”  is  removed  and  the  phrase 

“,  Medicare  administrative  contractors, 
fiscal  intermediaries,  and  carriers.”  is 
added  in  its  place. 

b.  In  paragraph  (b)(1),  the  reference 
“§  466.78(b)(3)  of  this  part”  is  removed 
and  the  reference  “§  476.78(b)(3)”  is 
added  in  its  place. 

§476.74  [Amended] 

16.  In  §476.74— 

a.  In  paragraph  (b),  the  phrase 
“appropriate  Medicare  fiscal 
intermediary  or  carrier”  is  removed  and 
the  phrase  “appropriate  Medicare 
administrative  contractor,  fiscal 
intermediary,  or  carrier”  is  added  in  its 
place. 

b.  In  paragraph  (c)(1),  the  phrase 
“Medicare  fiscal  intermediaries  and 
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carriers”  is  rerfibved,  and  the  phrase  " 
“Medicare  administrative  contractors, 
hscal  intermediaries,  and  carriers”  is 
added  in  its  place. 

c.  In  paragraph  (e),  the  reference 
“§405.332”  is  removed  and  the 
reference  “§411.402”  is  added  in  its 
place. 

17.  Section  476.78  is  amended  by — 

a.  Revising  the  section'  heading. 

b.  Revising  paragraphs  (b)(2)(i)  and 
(b)(2)(ii). 

c.  Adding  paragraph  (b){2){iii). 

The  revisions  and  addition  read  as 

follows: 

§  476.78  Responsibilities  of  providers  and 
practitioners. 

•k  ic  it  -k  it 

(b)  *  *  * 

(2)  *  *  * 

(i)  Except  as  provided  under 

§§  476.130(b)  and  476.160(b),  relating  to 
beneficiary  complaint  reviews  and 
general  quality  of  care  reviews, 
photocopy  and  deliver  to  the  QIO  all 
required  information  within  30  calendar 
days  of  a  request. 

(ii)  Except  as  provided  under 

§§  476.130(b)  and  476.160(b),  relating  to 
beneficiary  complaint  reviews  and 
general  quality  of  care  reviews,  deliver 
all  required  medical  information  to  the 
QIO  within  21  calendar  days  ft’om  the 
date  of  the  request  in  those  situations 
where  a  potential  “serious  reportable 
event”  has  been  identified  or  where 
other  circumstances  as  deemed  by  the 
QIO  warrant  earlier  receipt  of  all 
required  medical  information.  For 
purposes  of  this  paragraph  (b)(2)(iii),  a 
“serious  reportable  event”  is  defined  as 
a  preventable,  serious  and  unambiguous 
adverse  event  that  should  never  occur. 

(iii)  Secure  transmission  of  an 
electronic  version  of  medical 
information,  subject  to  the  QIO’s  ability 
to  support  receipt  and  transmission  of 
the  electronic  version.  Providers  and 
practitioners  must  deliver  electronic 
versions  of  medical  information  within 
10  calendar  days  of  the  request. 

*  *  * '  *  * 

18.  In  §476.80— 

a.  The  section  heading  is  revised  to 
read  as  set  forth  below. 

b.  In  paragraphs  (b)(1)  introductory 
text  and  (c)(1)  (two  places),  the  phrase 
“Medicare  fiscal  intermediaries  and 
Ccuriers”  is  removed  and  the  phrase 
“Medicare  administrative  contractors, 
fiscal  intermediaries,  and  carriers”  is 
added  in  its  place. 

c.  In  paragraph  (a)  introductory  text, 
the  phrase  “Medicare  fiscal 
intermediary  or  carrier”  is  removed  and 
the  phrase  “Medicare  administrative 
contractor,  fiscal  intermediary,  or 
carrier”  is  added  in  its  place. 


d.  In  paragraphs  (a)(1),  (a)(2) 
introductory  text  (two  places),  (c)(3)(ii), 

(d) (1),  and  (d)(2),  the  phrase  “fiscal 
intermediary  or  carrier”  is  removed  and 
the  phrase  “Medicare  administrative 
contractor,  fiscal  intermediary,  or 
carrier”  is  added  in  its  place. 

e.  In  paragraph  (e),  in  the  paragraph 
heading  and  in  paragraphs  (e)(1)  and 

(e) (2),  the  phrase  “fiscal  intermediary” 
is  removed  and  the  phrase  “Medicare 
administrative  contractor  or  fiscal 
intermediary”  is  added  in  its  place. 

The  revision  reads  as  follows: 

§  476.80  Coordination  with  Medicare 
administrative  contractors,  fidbal 
intermediaries,  and  carriers. 

k  k  k  it  k 

§476.86  [Amended] 

19.  In  §476.86— 

a.  In  paragraph  (a)(l)(iii),  the 
reference  “§  405.310(g)  or  §405.310(k)” 
is  removed  and  the  reference 

“§  411.15(g)  or  §411.15(k)”  is  added  in 
its  place. 

b.  In  paragraph  (a)(2),''the  phrase 
“Medicare  fiscal  intermediaries  or 
carriers”  is  removed  and  the  phrase 
“Medicare  administrative  contractors, 
fiscal  intermediaries,  or  carriers”  is 
added  in  its  place. 

c.  In  paragraph  (c)  introductory  text, 
the  phrase  “Medicare  fiscal 
intermediary  or  carrier”  is  removed  and 
the  phrase  “Medicare  administrative 
contractor,  fiscal  intermediary,  or 
carrier”  is  added  in  its  place. 

d.  In  paragraph  (c)(1),  the  phrase 
“fiscal  intermediary  or  carrier”  is 
removed  and  the  phrase  “Medicare 
administrative  contractor,  fiscal 
intermediary,  or  carrier”  is  added  in  its 
place. 

e.  In  paragraph  (d),  the  phrase 
“Medicare  fiscal  intermediaries  and 
carriers”  is  removed  and  the  phrase 
“Medicare  administrative  contractors, 
fiscal  intermediaries,  and  carriers”  is 
added  in  its  place. 

f.  In  paragraph  (e),  the  phrase 
“intermediaries  and  carriers”  is 
removed  and  the  phrase  “Medicare 
administrative  contractors,  fiscal 
intermediaries,  and  carriers”  is  added  in 
its  place. 

g.  In  paragraph  (f),  the  reference  “part 
473”  is  removed  and  the  reference  “part 
478”  is  added  in  its  place. 

§476.94  [Amended] 

20.  In  §  476.94— 

a.  In  paragraph  (a)(l)(iv),  the  phrase 
“fiscal  intermediary  or  carrier”  is 
removed  and  the  phrase  “Medicare  . 
administrative  contractor,  fiscal 
intermedieuy,  or  carrier”  is  added  in  its 
place. 


b.  In  paragraph  (d),  the  phrase 
“Medicare  fiscal  intermediary  or 
carrier”  is  removed  and  the  phrase 
“Medicare  administrative  contractor, 
fiscal  intermediary,  or  carrier”  is  added 
in  its  place. 

c.  In  paragraph  (c)(3)  introductory 
text,  the  reference  “part  473”  is 
removed  and  the  reference  “part  478”  is 
added  in  its  place. 

§476.98  [Amended] 

21.  In  §476.98,  in  paragraph  (a)(1), 
the  phrase  “with  active  staff  privileges 
in  one  or  more  hospitals  in  the  QIO 
area”  is  removed. 

22.  Section  476.104  is  amended  by 
revising  paragraph  (a)  to  read  as  follows: 

§  476.1 04  Coordination  of  activities. 

*  *  *  ★  * 

(a)  Medicare  administrative 
contractors,  fiscal  intermediaries,  and 
carriers. 

k  k  k  k  k 

23.  New  §§476.110,  476.120,  476.130, 
476.140,  476.150,  476.160,  476,170  are 
added  to  subpart  C  to  read  as  follows: 

Subpart  C — Review  Responsibilities  of 
Utilization  and  Quality  Control  Quality 
Improvement  Organizations  (QIOs) 

Sec. 

***** 

476.110  Use  of  immediate  advocacy  to 
resolve  oral  beneficiary  complaints. 
476.120  Submission  of  written  beneficiary 
complaints. 

476.130  Beneficiary  complaint  review 
procedures. 

476.140  Beneficiary  complaint 
reconsideration  procedures. 

476.150  Abandoned  complaints  and 
reopening  rights. 

476.160  General  quality  of  care  review 
procedures. 

476.170  General  quality  of  care 
reconsideration  procedures. 
***** 

§  476.1 1 0  Use  of  immediate  advocacy  to 
resolve  oral  beneficiary  complaints. 

(a)  Immediate  advocacy.  A  QIO  may 
offer  the  option  of  resolving  an  oral 
complaint  through  the  use  of  immediate 
advocacy  if: 

(1)  The  complaint  is  received  not  later 
than  6  months  from  the  date  on  which 
the  care  giving  rise  to  the  complaint 
occurred. 

(2)  After  initial  screening  of  the 
complaint,  the  QIO  makes  a  preliminary 
determination  that — 

(i)  The  complaint  is  unrelated  to  the 
clinical  quality  of  health  care  itself  but 
relates  to  items  or  services  that 
accompany  or  are  incidental  to  the 
medical  care  and  are  provided  by  a 
practitioner  and/or  provider;  or 
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(ii)  The  complaint,  while  related  to 
the  clinical  quality  of  health  care 
received  by  the  beneficiary,  does  not 
rise  to  the  level  of  being  a  gross  and 
flagrant,  substantial,  or  significant 
quality  of  care  concern. 

(3)  The  beneficiary  agrees  to  the 
disclosure  of  his  or  her  name  to  the 
involved  provider  and/or  practitioner. 

(4)  All  parties  orally  consent  to  the 
use  of  immediate  advocacy. 

(5)  All  parties  agree  to  the  limitations 
on  redisclosure  set  forth  in  §  480.107  of 
this  subchapter. 

(b)  Discontinuation  of  immediate 
advocacy.  The  QIO  or  either  party  may 
discontinue  participation  in  immediate 
advocacy  at  any  time. 

(1)  The  QIO  must  inform  the  parties 
that  immediate  advocacy  will  be 
discontinued;  and 

(2)  The  beneficiary  must  be  informed 
of  his  or  her  right  to  submit  a  written 
complaint  in  accordance  with  the 
procedures  in  §476.120. 

(c)  Confidentiality  requirements.  All 
communications,  written  and  oral, 
exchanged  during  the  immediate 
advocacy  process  must  not  be 
redisclosed  without  the  written  consent 
of  all  parties. 

(d)  Abandoned  complaints.  If  any 
party  fails  to  participate  or  otherwise 
comply  with  the  requirements  of  the 
immediate  advocacy  process,  the  QIO 
may  determine  that  the  complaint  has 
been  abandoned  and — 

(1)  Inform  the  parties  that  immediate 
advocacy  will  be  discontinued;  and 

(2)  Inform  the  Medicare  beneficiary  of 
his  or  her  right  to  submit  a  written 
complaint  in  accordance  with  the 
procedures  in  §  476.120. 

§  476.1 20  Submission  of  written 
beneficiary  complaints.  * 

(a)  Timeframe  for  submission  of 
written  complaints.  A  QIO  shall  be 
responsible  for  conducting  a  review  of 
any  written  complaint  received  from  a 
Medicare  beneficiary  or  a  Medicare 
beneficiary’s  representative  about  the 
quality  of  health  care  if  the  complaint  is 
received  not  later  than  3  years  from  the 
date  on  which  the  care  giving  rise  to  the 
complaint  occurred. 

(1)  A  written  complaint  includes  a 
complaint  submitted  electronically  to 
the  QIO. 

(2)  In  those  instances  where  a 
Medicare  beneficiary  contacts  the  QIO 
regarding  a  complaint  but  declines  to 
submit  the  complaint  in  writing  and 
immediate  advocacy  has  not  been 
offered,  the  QIO  may  complete  a  general 
quality  of  care  review  in  accordance 
with  §  476.160  if  the  QIO  makes  a 
preliminary  determination  that  the 
complaint  involves  a  potential  gross  and 


flagrant,  substantial  or  significant 
quality  of  care  concern. 

(b)  New  concerns  raised  by  a 
Medicare  beneficiary.  If  a  Medicare 
beneficiary  raises  new  concerns  relating 
to  the  same  complaint  after  the 
completion  of  the  interim  initial 
determination  in  §  476.130(c),  the 
concerns  will  be  processed  as  a  new 
complaint.  The  QIO  may  process  new 
concerns  raised  after  the  receipt  of  the 
written  complaint  as  part  of  the  same 
complaint,  provided  they  are  received 
prior  to  the  completion  of  the  interim 
initial  determination.  Even  if  a  concern 
is  received  before  the  interim  initial 
determination,  the  QIO  can  address  it  as 
a  separate  complaint  if  the  QIO  • 
determines  that  this  is  warranted  by  the 
circumstances. 

§  476.1 30  Beneficiary  complaint  review 
procedures. 

(a)  Scope  of  the  QIO  review.  In 
completing  its  review,  the  QIO  shall 
consider  any  information  and  materials 
submitted  by  the^ Medicare  beneficiary 
or  his  or  her  representative  and  any 
information  submitted  by  the  provider 
and/or  practitioner.  All  information 
obtained  by  the  QIO  that  fits  within  the 
definition  of  “confidential  information” 
under  §  480.101  of  this  chapter,  will  be 
held  by  the  QIO  as  confidential. 

(1)  The  QIO’s  review  will  focus  on  the 
episode  of  care  from  which  the 
complaint  arose  and  address  the  specific 
concerns  identified  by  the  beneficiary 
and  any  additional  concerns  identified 
by  the  QIO.  The  QIO  may  separate 
concerns  into  different  complaints  if  the 
QIO  determine  that  the  concerns  relate 
to  different  episodes  of  care. 

(2)  The  QIO  will  use  evidence-based 
standards  of  care  to  the  maximum 
extent  practicable.  If  no  standard  of  care 
exists,  the  QIO  will  use  available  norms, 
best  practices  and  established 
guidelines  to  establish  the  standard  that 
will  be  used  in  completing  the  review. 
The  QIO’s  determination  regarding  the 
standard  used  is  not  subject  to  appeal. 

(b)  Medical  information  requests. 
Upon  request  by  the  QIO,  a  provider  or 
practitioner  must  deliver  all  medical 
information  requested  in  response  to  a 
Medicare  beneficiary  complaint  within 
10  calendar  days  of  the  request.  A  QIO 
is  authorized  to  require  the  receipt  of 
the  medical  information  sooner  if  the 
QIO  make  a  preliminary  determination 
that  the  complaint  involves  a  potential 
gross  and  flagrant  or  substantial  quality 
of  care  concern  as  specified  in  42  CFR 
Part  1004  arid  circumstances  warrant 
earlier  receipt  of  the  medical 
information.  A  practitioner’s  or 
provider’s  failure  to  comply  with  the 
request  for  medical  information  within 


the  established  timefirame  may  result  in 
the  QIO  taking  action  in  accordance 
with  §476.90. 

(c)  Interim  initial  determination.  The 
QIO  peer  reviewer  will  complete  the 
review  and  notify  the  practitioner  and/ 
or  provider  of  its  interim  initial 
determination  within  7  calendar  days  of 
the  receipt  of  all  medical  information. 

(1)  A  practitioner  and  provider  will  be 
notified  by  telephone  of  the  opportunity 
to  discuss  the  QIO’s  interim  initial 
determination  with  the  QIO  in  those 
situations  where  the  peer  reviewer 
determines  that  the  quality  of  services 
does  not  meet  professionally  recognize’d 
standards  of  care  for  any  concern  in  the 
complaint.  The  discussion  must  be  held 
no  later  than  7  calendar  days  from  the 
date  of  the  initial  offer. 

(2)  The  interim  initial  determination 
becomes  the  final  initial  determination 
if  the  discussion  is  not  completed 
timely  as  a  result  of  the  practitioner’s 
and/or  provider’s  failure  to  respond. 

(3)  Written  statements  in  lieu  of  a 
discussion  must  be  received  no  later 
than  7  calendar  days  from  the  date  of 
the  initial  offer. 

(4)  In  rare  circumstances,  the  QIO 
may  grant  additional  time  to  complete 
the  discussion  or  submission  of  a 
written  statement  in  lieu  of  a 
discussion. 

(d)  Final  initial  determination.  The 
QIO  must  issue  notification  of  its  final 
initial  determination  in  those  cases  in 
which  the  QIO  has  determined  that  care 
met  professionally  recognized 
standards,  as  well  as  in  those  cases  in 
which  the  QIO  determined  that 
standards  were  not  met  and  the 
opportunity  for  discussion  has'  been 
completed.  No  later  than  72  hours  after 
completion  of  its  review,  or  for  cases  in 
which  the  standard  was  not  met,  no 
later  than  72  hours  after  the  discussion 
or  receipt  of  the  provider’s  and/or 
practitioner’s  written  statement,  the  QIO 
will  notify  (by  telephone)  the 
beneficiary  and  the  provider/ 
practitioner  of  its  final  initial 
determination  and  of  the  right  to  request 
a  reconsideration  of  the  QIO’s  final 
initial  determination. 

(1)  Written  notice  of  the  QIO’s  final 
initial  determination  will  be  forwarded 
to  all  parties,  unless  either  party 
requests  a  reconsideration  of  the  final 
initial  determination.  If  a 
reconsideration  request  is  submitted, 
the  QIO  will  notify  the  parties  that  a 
written  decision  will  be  issued  once  the 
reconsideration  review  is  completed  in 
accordance  with  §  476.140(b). 

(2)  If  a  reconsideration  request  is  not 
received,  the  written  decision  will  be 
issued  within  72  hours  after  the  QIO  has 
contacted  the  parties,  as  described  in 
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paragraph  (d)  of  this  section,  and  must 
include: 

(i)  A  statement  for  each  concern  that 
care  did  or  did  not  meet  the  standard  of 
care; 

(ii)  The  standard  identified  by  the 
QIO  for  each  of  the  concerns;  and 

(iii)  A  summary  of  the  specific  facts 
that  the  QIO  determines  axe  pertinent  to 
its  findings,  including  references  to 
medical  information  and,  if  held,  the 
discussion  with  the  involved 
practitioner  and/or  provider. 

§476.140  Beneficiary  complaint 
reconsideration  procedures. 

(a)  Right  to  request  a  reconsideration. 
Beginning  with  complaints  filed  after 
July  31,  2014,  a  Medicare  beneficiary,  a 
provider,  or  a  practitioner  who  is 
dissatisfied  with  a  QIO’s  final  initial 
determination  may  request  a 
reconsideration  by  the  QIO. 

(1)  The  reconsideration  request  must 
be  received  by  the  QIO,  in  writing  or  by 
telephone,  no  later  than  noon  of  the 
calendar  day  following  initial 
notification  (whether  by  telephone  or  in 
writing)  of  the  QIO’s  determination.  In 
rare  circumstances,  the  QIO  may  grant 
an  additional  calendar  day.  If  the  QIO 

is  unable  to  accept  a  request,  the  request 
must  be  submitted  by  noon  of  the  next 
day  the  QIO  is  available  to  accept  a 
request. 

(2)  The  Medicare  beneficiary,  or  his  or 
her  representative,  and  the  practitioner 
and/or  provider  must  be  available  to 
answer  any  questions  or  supply  any 
information  that  the  QIO  requests  in 
order  to  conduct  its  reconsideration. 

(3)  The  QIO  must  offer  the  Medicare 
beneficiary  and  the  practitioner  and/or  _ 
provider  an  opportunity  to  provide 
further  information.  A  Medicare 
beneficiary,  a  practitioner,  and  a 
provider  may,  but  are  not  required  to, 
submit  evidence  to  be  considered  by  the 
QIO  in  making  its  reconsideration 
decision. 

(b)  Issuance  of  the  QIO’s  final 
decision.  No  later  than  72  hours  after 
receipt  of  the  request  for  a 
reconsideration,  or,  if  later,  72  hours 
after  receiving  any  medical  or  other 
records  needed  for  such 
reconsideration,  the  QIO  must  complete 
the  review  and  notify  the  beneficiary  ■* 
and  the  practitioner/ provider  of  its 
decision. 

(1)  The  QIO’s  initial  notification  may 
be  done  by  telephone,  followed  by  the 
mailing  of  a  written  notice  by  noon  of 
the  next  calendar  day  that  includes — 

(i)  A  statement  for  each  concern  that 
care  did  or  did  not  meet  the  standard  of 
care; 

(ii)  The  standard  identified  by  the 
QIO  for  each  of  the  concerns; 


(iii)  A  summary  of  the  specific  facts 
that  the  QIO  determines  are  pertinent  to 
its  findings;  and 

(iv)  A  statement  that  the  letter 
represents  the  QIO’s  final  determination 
and  that  there  is  no  right  to  further 
appeal. 

(2)  The  QIO  may  provide  information 
to  the  beneficiary,  practitioner,  and 
provider  regarding  opportunities  for 
improving  the  care  given  to  patients 
based  on  the  specific  findings  of  its 
review  and  the  development  of  quality 
improvement  initiatives. 

§476.150  Abandoned  complaints  and 
reopening  rights. 

(a)  Abandoned  complaints.  If  a 
Medicare  beneficiary  fails  to  participate 
or  otherwise  comply  with  the 
requirements  of  the  beneficieiry 
complaint  review  process  and  the  QIO 
does  not  have  sufficient  information  to 
complete  its  review,  the  QIO  may 
determine  that  the  complaint  has  been 
abandoned  and — 

(1)  Inform  the  parties  that  its 
complaint  review  will  be  discontinued; 
and 

(2)  Inform  the  beneficiary  of  his  or  her 
right  to  resubmit  a  written  complaint  in 
accordance  with  the  procedures  in 
§476.120. 

(b)  Reopening  complaint  reviews.  A 
QIO  may  reopen  a  Medicare  beneficiary 
complaint  review  using  the  same 
procedures  that  the  QIO  would  use  for 
reopening  initial  denial  determinations 
and  changes  as  a  result  of  DRG 
validation,  as  described  in  §476.96. 

§  476.160  General  quality  of  care  review 
procedures. 

(a)  Scope  of  the  QIO  review.  A  QIO 
may  conduct  a  geneXal  quality  of  care 
review  in  accordance  with  section 
1154(a)(1)(B)  of  the  Act. 

(1)  A  QIO  may  conduct  general 
quality  of  care  reviews  based  on — 

(1)  Concerns  identified  during  the 
course  of  other  QIO  review  activities; 

(ii)  Referrals  from  other  sources, 
including  but  not  limited  to  individuals, 
contractors,  other  Federal  or  State 
agencies;  or 

(iii)  Analysis  of  data. 

(2)  The  QIO’s  review  will  focus  on  all 
concerns  identified  by  the  QIO  and/or 
identified  by  those  who  have  referred  or 
reported  the  concerns,  with 
consideration  being  given  to  the  episode 
of  care  related  to  the  concerns. 

(3)  The  QIO  will  use  evidence-based 
standards  of  care  to  the  maximum 
extent  practicable.  If  no  standard  of  care 
exists,  the  QIO  must  use  available 
norms,  best  practices,  and  established 
guidelines  to  establish  the  standard  that 
will  be  used  in  completing  the  review. 


The  QIO’s  determination  regarding  the 
standard  used  is  not  subject  to  appeal. 

(b)  Medical  information  requests. 

Upon  request  by  the  QIO,  a  provider  or 
practitioner  must  deliver  all  medical 
information  requested  within  10 
calendar  days  of  the  request.  A  QIO  is 
authorized  to  require  the  receipt  of  the 
medical  information  sooner  if  the  QIO 
makes  a  preliminary  determination  that 
the  review  involves  a  potential  gross 
and  flagrant  or  substantial  quality  of 
care  concern  and  circumstances  warrant 
earlier  receipt  of  the  medical 
information.  A  practitioner’s  or 
provider’s  failure  to  comply  with  the 
request  for  medical  information  within 
the  established  time  frame  may  result  in 
the  QIO  taking  action  pursuant  to 
§476.90. 

(c)  Initial  determination.  The  QIO 
peer  reviewer  will  complete  the  review 
and  notify  the  practitioner  and/or 
provider  within  7  calendar  days  of  the 
receipt  of  all  medical  information. 

§  476.170  General  quality  of  care 
reconsideration  procedures. 

(a)  Right  to  request  a  reconsideration. 
Beginning  with  reviews  initiated  after 
July  31,  2014,  a  provider  or  practitioner 
who  is  dissatisfied  with  a  QIO’s  initial 
determination  may  request  a 
reconsideration  by  the  QIO. 

(1)  The  reconsideration  request  must 
be  received  by  the  QIO,  in  writing  or  by 
telephone,  by  no  later  than  noon  of  the 
calendar  day  following  initial 
notification  (whether  by  telephone  or  in 
writing)  of  the  QIO’s  determination.  In 
rare  circumstances,  the  QIO  may  grant 
an  additional  calendar  day.  If  the  QIO 
is  unable  to  accept  the  request,  the 
request  must  be  submitted  by  noon  of 
the  next  day  the  QIO  is  available  to 
accept  a  request. 

(2)  The  practitioner  or  provider  must 
be  available  to  answer  any  questions  or 
supply  any  information  that  the  QIO 
requests  in  order  to  conduct  its 
reconsideration. 

(3)  The  QIO  must  offer  the 
practitioner  or  provider  an  opportunity 
to  provide  further  information.  A 
practitioner  or  provider  may,  but  is  not 
required  to,  submit  evidence  to  be 
considered  by  the  QIO  in  making  its 
reconsideration  decision. 

(b)  Issuance  of  the  QIO’s  final 
decision.  No  later  than  72  hours  after 
receipt  of  the  request  for  a 
reconsideration,  or,  if  later,  72  hours 
after  receiving  any  medical  or  other 
records  needed  for  such 
reconsideration,  the  QIO  must  complete 
the  review  and  notify  the  practitioner  or 
provider  of  its  decision. 

(1)  The  QIO’s  initial  notification  may 
be  done  by  telephone,  followed  by  the 
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mailing  of  a  written  notice  by  noon  the 
next  calendar  day  that  includes: 

(1)  A  statement  for  each  concern  that 
care  did  or  did  not  meet  the  standard  of 
care; 

(ii)  The  standard  identified  by  the 
QIO  for  each  of  the  concerns; 

(iii)  A  summary  of  the  specific  facts 
that  the  QIO  determines  are  pertinent  to 
its  findings;  and 

(iv)  A  statement  that  the  letter  . 
represents  the  QIO’s  final  determination 
and  that  there  is  no  right  to  further 
appeal. 

(2)  The  QIO  may  provide  information 
regarding  opportunities  for  improving 
the  care  given  to  patients  based  on  the 
specific  findings  of  its  review. 

PART  478— RECONSIDERATIONS  AND 
APPEALS 

24.  The  authority  citation  for  Part  478 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

§478.15  [Amended] 

25.  In  §  478.15(b),  the  reference 
“§§  473.18  through  473.36,  and 
473.48(a)  and  (c)”  is  removed  and  the 
reference  “§§478.18  through  478.36  and 
§  478.48(a)  and  (c)”  is  added  in  its 
place. 

§478.16  [Amended] 

26.  In  §478.16,  the  reference 
“§  473.14(a)”  is  removed  and  the 
reference  “§478.14”  is  added  in  its 
place. 

§478.20  [Amended] 

27.  In  §478.20— 

a.  In  paragraph  (a)(1),  the  reference 
“§473.22”  is  removed  and  the  reference 
“§478.22”  is  added  in  its  place. 

b.  In  paragraph  (b),  the  reference 

“§  473.22”  is  removed  and  the  reference 
“§  478.22”  is  added  in  its  place. 

c.  In  paragraph  (c),  the  reference 
“§  473.18(c)”  is  removed  and  the 
reference  “§  478.18(c)”  is  added  in  its 
place. 

§478.28  [Amended] 

28.  In  §  478.28  (a),  the  reference 

“§  466.98”  is  removed  and  the  reference 
“§  476.98”  is  added  in  its  place. 

§478.38  [Amended] 

29.  In  §478.38— 

a.  In  paragraph  (a),  the  reference 

“§  473.40”  is  removed  and  the  reference 
“§  478.40”  is  added  in  its  place. 

b.  In  paragraph  (b),  the  reference 

“§  473.48”  is  removed  and  the  reference 
“§478.48”  is  added  in  its  place. 

§478.42  [Amended] 

30.  In  §478.42— 


a.  In  paragraph  (a)  introductory  text, 
the  reference  “§473.40”  is  removed  and 
the  reference  “§  478.40”  is  added  in  its 
place. 

b.  In.  paragraph  (b),  the  reference 

“§  473.22”  is  removed  and  the  reference 
“§  478.22”  is  added  in  its  place. 

§478.48  [Amended] 

31.  In  §478.48— 

a.  In  paragraph  (a)(1),  the  reference 
“§473.15”  is  removed  and  the  reference 
“§478.15”  is  added  in  its  place. 

b.  In  paragraph  (a)(2)  introductory 
text,  the  reference  “§473.15”  is 
removed  and  the  reference  “§478.15”  is 
added  in  its  place. 

PART  48&-ACQUISITION, 
PROTECTION,  AND  DISCLOSURE 
QUALITY  IMPROVEMENT 
ORGANIZATION  REVIEW 
INFORMATION 

32.  The  authority  citation  for  Part  480 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302.  and 
1395hh). 

§480.105  [Amended] 

33.  fn  §480. 105(a),  the  phrase 
“Medicare  fiscal  intermediaries”  is 
removed  and  the  phrase  “Medicare 
administrative  contractors  or  fiscal 
intermediaries”  is  added  in  its  place. 

34.  Section  480.107  is  amended  by 
adding  a  new  paragraph  (1)  to  read  as 
follows: 

§480.107  Limitations  on  redisclosure. 

It  ic  It  1c  It 

(1)  Redisclosures  of  information  that  is 
confidential  because  it  identifies  the 
parties  involved  in  immediate  advocacy 
may  occur  if  all  parties  have  consented 
to  the  redisclosure,  as  provided  for 
under  §  476.110(c)  of  this  chapter. 

35.  Section  480.132  is  amended  by — 

a.  Revising  paragraph  (a)  introductory 
text,  paragraph  (a)(l)(iii),  and  paragraph 

(a)(2).  . 

b.  Revising  paragraph  (b)(1). 

c.  Revising  paragraph  (c). 

d.  Removing  the  undesignated  text 
following  paragraph  (c)(3). 

The  revisions  read  as  follows. 

§480.132  Disclosure  of  information  about 
patients. 

(a)  General  requirements  for 
disclosure.  Except  as  specified  in 
§§  476.130(d)  and  476.140(b)  of  this  • 
chapter  and  paragraph  (b)  of  this 
section,  a  QIO  must — 

[!)*** 

(iii)  Except  as  provided  under 
paragraph  (b)  of  this  section,  all  other 
patient  and  practitioner  identifiers  have 
been  removed. 


(2)  Make  disclosure  to  the  patient  or 
the  patient’s  representative  within  14 
calendar  days  of  receipt  of  the  request. 

(b)  *  *  * 

(1)  If  a  request  for  information  is  in 
connection  with  an  initial  denial 
determination  under  section  1154(a)(2) 
of  the  Act,  the  QIO  must  provide  only 
the  information  used  to  support  that 
determination  in  accordance  with  the 
procedures  for  disclosure  of  information 
related  to  determinations  under 
§478.24,  including  relevant  practitioner 
identifiers. 

***** 

(c)  Manner  of  disclosure.  (1)  The  QIO 
must  disclose  the  patient  information 
directly  to  the  patient  or  the  patient’s 
representative  when  the  representative 
has  been  authorized  or  appointed  to 
receive  that  information. 

(2)  In  identifying  a  representative,  the 
(JIO  must  follow  pertinent  State  law 
requirements  regarding  the  designation 
of  health  care  representatives  and 
agents.  If  the  patient  is  unable  to 
designate  a  representative  and  the 
identity  of  the  representative  is  not 
already  dictated  by  State  law,  the  QIO 
must  disclose  the  information  to  a 
person  whom  the  QIO  determines  is 
responsible  for  the  patient. 

36.  Section  480.133  is  amended  by — 

a.  Adding  a  new  paragraph  (a)(2)(iv). 

b.  In  paragraph  (d)(1),  removing  the 
reference  to  “Part  466”  and  adding  the 
reference  “Part  476”  in  its  place;  and 
removing  the  reference  “§473.24”  and 
adding  the  reference  “§  478.24  of  this 
subchapter”  is  its  place. 

The  addition  reads  as  follows: 

§  480.1 33  Disclosure  of  information  about- 
practitioners,  reviewers,  and  institutions. 

(a)  *  *  * 

(2)  *  *  * 

(iv)  A  QIO  is  not  required  to  obtain 
the  consent  of  a  practitioner  or  provider 
prior  to  the  release  of  information  to  a 
beneficiary  in  connection  with  an  initial 
denial  determination  or  in  providing  a 
beneficiary  with  the  QIO’s  findings  in 
response  to  a  beneficiary  complaint. 
Information  that  must  be  specified  in  a 
QIO’s  final  decision  in  a  complaint 
review  is  specified  in  §§  476.130(d)  and 
476.140(b)  of  this  subchapter. 
***** 

§480.139  [Amended] 

37.  Sedtion  480.139  is  amended  by 
redesignating  the  existing  paragraph  (1) 
as  paragraph  (a)(1). 

38.  A  new  §  480.145  is  added  to  read 
as  follows: 

§  480.1 45  Beneficiary  authorization  of  use 
of  confidential  information.  ~ 

(a)  Except  ks  otherwise  provided 
under  this  part,  a  QIO  may  not  use  or 
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disclose  a  beneficiary’s  confidential 
information  without  an  authorization 
from  the  beneficiary.  The  QIO’s  use  or 
disclosure  must  he  consistent  with  the 
authorization. 

(b)  A  valid  authorization  is  a 
document  that  contains  the  following: 

(1)  A  description  of  the  information  to 
be  used  or  disclosed  that  identifies  the 
information  in  a  specific  and 
meaningful  fashion. 

(2)  The  name  or  other  specific 
identification  of  the  QIO(s)  and  QIO 
point{s)  of  contact  making  the  request  to 
use  or  disclose  the  information. 

(3)  The  name  or  other  specific 
identification  of  the  person(s),  or  class 
of  persons,  to  \vhom  the  QIO(s)  may 
disclose  the  information  or  allow  the 
requested  use. 

(4)  A  description  of  each-purpose  of 
the  requested  use  or  disclosure.  The 
statement  “at  the  request  of  the 
individual”  is  a  sufficient  description  of 
the  purpose  when  an  individual 
initiates  the  authorization  and  does  not*, 
or  elects  not  to,  provide  a  statement  of 
purpose. 

(5)  An  expiration  date  or  an 
expiration  event  that  relates  to  the 
beneficiary  or  the  purpose  of  the  use  or 
disclosure.  The  statement  “end  of  the 
QIO  research  study,”  “none,”  or  similar 
language  is  sufficient  if  the 
authorization  is  for  a  use  or  disclosure 
of  confidential  information  for  QlO 
research,  including  for  the  creation  and 
maintenance  of  a  research  database  or 
research  repository. 

(6)  Signature  of  the  individual  and 
date.  If  the  authorization  is  signed  by  a 
beneficiary’s  representative,  a 
description  of  such  representative’s 
authority  to  act  for  the  beneficiary  must 
also  be  provided. 


(c)  In  addition  to  those  items 
contained  in  paragraph  (b)  of  this 
section,  the  authorization  must  contain 
statements  adequate  to  place  the 
individual  on  notice  of  all  of  the 
following: 

(1)  The  individual’s  right  to  revoke 
the  authorization  in  writing;  and 

(2)  Any  exceptions  to  the  right  to 
revoke  and  a  description  of  how-  the 
individual  may  revoke  the 
authorization; 

(3)  The  ability  or  inability  of  the  QIO 
to  condition  its  review  activities  on  the 
authorization,  hy  stating  either: 

(i)  That  the  QIO  may  not  condition 
the  review  of  complaints,  appeals,  or 
payment  determinations,  or  any  other 
QIO  reviews  or  other  tasks  within  the 
QIO’s  responsibility  on  whether  the 
individual  signs  the  authorization; 

(ii)  The  consequences  to  the 
individual  of  a  refusal  to  sign  the 
authorization  when  the  refusal  will 
render  the  QlO'unahle  to  carry  out  an 
activity. 

(4)  The  potential  for  information 
disclosed  pursuant  to  the  authorization 
to  be  subject  to  either  appropriate  or 
inappropriate  redisclosure  by  a 
recipient,  after  which  the  information 
would  no  longer  be  protected  by  this 
subpart. 

(d)  The  authorization  must  be  written 
in  plain  language. 

(e)  If  a  QIO  seeks  an  authorization 
from  a  beneficiary  for  a  use  or 
disclosure  of  confidential  information, 
the  QIO  must  provide  the  beneficiary 
with  a  copy  of  the  signed  authorization. 

(f)  A  beneficiary  may  revoke  an 
authorization  provided  under  this 
section  at  any  time,  provided  the 
revocation  is  in  vtrriting,  except  to  the 
extent  that  the  QIO  has  taken  action  in 
reliance  upon  the  authorization. 


PART  495— STANDARDS  FOR  THE 
ELECTRONIC  HEALTH  RECORD 
TECHNOLOGY  INCENTIVE  PROGRAM 

39.  The  authority  citation  for  Part  495 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

40.  Section  495.8  is  amended  by 
revising  paragraph  (b)(2){vi)  to  read  as 
follows: 

§  495.8  Demonstration  of  meaningful  use 
criteria. 

■k  -k  it  is  -k 

(b)  *  *  * 

(2)  *  *  * 

.  (vi)  Exception  for  Medicare  eligible 
hospitals  and  CAHs  for  FY  2012  and 
2013 — Participation  in  the  Medicare 
EHR  Incentive  Program  Electronic 
Reporting  Pilot.  In  order  to  satisfy  the 
clinical  quality  measure  reporting 
requirements  of  meaningful  use,  aside 
from  attestation,  a  Medicare  eligible 
hospital  or  CAH  may  participate  in  the 
Medicare  EHR  Incentive  Program 
Electronic  Reporting  Pilot. 

it  it  it  it  is 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance;  Program  No.  93.774,  Medicare — 
Supplementary  Medical  Insurance  Program; 
and  Program  No.  93.778  (Medical  Assistance) 

Dated:  June  28,  2012, 

Marilyn  Tavenner, 

Acting  Administrator,  Centers  for  Medicare 
&■  Medicaid  Services. 

Dated:  June  29,  2012. 

Kathleen  Sebelius, 

Secretary. 

[FR  Doc.  2012-16813  Filed  7-8-12;  4:15  pm] 
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1141 . 44571 
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17 . 41088,  43170 

600 . 42189 

622 . 39647,  42192 

635 . 39648,  44161 

640 . 44168 

648 . 40527,  41704 

665 . 43721 
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